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1              THE DEPOSI TI ON OF DR. DENNI S WAHR,

2     is taken on this 2nd day of July, 2015, at

3     Oppenheim er, Wolff & Donnelly, LLP,

4     Cam pbell Mithun Tower, Suite 2000,

5     Minneapolis, Minnesota, com m encing at

6     9: 07 a.m .

7                DR. DENNI S WAHR,

8     having been called as a witness, being duly

9     sworn, test ified as follows:

10                  EXAMI NATI ON

11     BY MR. HANSEN:

12 Q.  Good m orning, Dr. Wahr.  I 'd like to start

13     out  today by just  having a lit t le bit  of a

14     discussion about  your background, okay?

15 A.  Okay.

16 Q.  Let 's start  with your educat ion, start ing

17     with college, and if you would, take m e

18     through to your highest  professional degree

19     or cert ificat ion.

20 A.  Okay.  I  went  - -  I  went  undergrad college to

21     a sm all liberal arts school in Michigan

22     called Albion College, A-L-B- I -O-N.  Then I

23     went  to m edical school at  Wayne State

24     University in Det roit ,  and then did m y

25     internal m edicine residency, three years, at
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1     the University of Michigan.  Then I  did m y

2     cardiology fellowship at  the University of

3     California, San Francisco, went  to UCSF,

4     three years there, where I  becam e an

5     intervent ional cardiologist .

6              I  spent  one year on faculty there

7     at  UCSF.  Then I  went  back to Michigan,

8     where I  pract iced cardiology for about

9     12 years at  - -  you know, in Ann Arbor, where

10     I  was in pr ivate pract ice at  St . Joseph

11     Mercy Hospital and was a clinical professor

12     of cardiology at  the University of Michigan.

13              Then I  took a leave of absence for

14     one year to com e to Minneapolis and - -  and

15     becom e a m edical device ent repreneur.  I

16     started m y own m edical device com pany, and

17     that  was in the year 2001, and since - -  and

18     never went  back.  I  never went  back and

19     pract iced - -  I  took a one-year sabbat ical

20     and never went  back.

21 Q.  When?

22 A.  And have been here ever since, for the last

23     15 years.

24 Q.  Were you a Board-cert ified intervent ional

25     cardiologist?
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1 A.  Yes, yes, I  was what  they called t r iple

2     Board-cert ified.  You know, I  was

3     Board-cert ified in internal m edicine.  I  was

4     Board-cert ified in cardiology and

5     Board-cert ified in intervent ional

6     cardiology;  all three different  levels of

7     Board cert ificat ion.

8 Q.  Okay.  What 's the - -  what 's the difference

9     between cardiology and intervent ional

10     cardiology?

11 A.  Cardiologists do - -  there's probably four

12     big divisions of cardiology.  There's

13     intervent ional cardiology;  there's

14     elect rophysiology;  there's diagnost ic

15     cardiology, which would be things like

16     echocardiographies and MRI  scans, you know,

17     they're alm ost  like radiologists;  and then

18     there's intensive care cardiology, you know,

19     working in I CUs and things like that .

20              And they all have their  separate

21     Boards, so, you know, it  j ust  keeps get t ing

22     m ore and m ore subspecialized.  So, a

23     cardiologist  is kind of a generalist  of

24     cardiology, and, you know, now there's these

25     four subspecialt ies of cardiology.
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1 Q.  Okay.

2 A.  I t 's pret ty am azing.  I t 's pret ty

3     r idiculous.

4 Q.  What  - -  what  does an intervent ional

5     cardiologist  do?  Can you just  describe

6     that?

7 A.  Yeah, intervent ional cardiology is the part

8     of cardiology that  does procedures on

9     pat ients, you know, and that 's really the

10     first  thing they started doing were

11     angioplast ies.  You know, in the m id '80s,

12     that  really was origin of intervent ional

13     cardiology, fix ing blocked arter ies, working

14     through a pinhole.

15              That  was the beginning of

16     intervent ional cardiology, the field of

17     intervent ional cardiology, but  now it 's

18     gradually expanded to where intervent ional

19     cardiologists do m any different  types of

20     procedures, all m inim ally - -  from  a

21     m inim ally- invasive approach.  That 's really

22     what  defines it .

23 Q.  When you were pract icing as an

24     intervent ional cardiologist , did you use

25     m edical devices?
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1 A.  Absolutely, yeah.

2 Q.  What  - -  what  sorts of m edical devices?

3 A.  Well, certainly balloon angioplasty

4     catheters;  stents, you know, the wire m esh

5     cylinders that  we put  in to scaffold open

6     blood vessels;  atherectom y devices, which is

7     where you go in and carve out  the plaque,

8     you know, and rem ove it ;  closure devices,

9     you know, where you go through pinholes to

10     close defects in the heart , you know, holes

11     between to at r ia and the vent r icles, and

12     congenital abnorm alit ies that  are repaired

13     now through pinholes.

14              All of these things replaced the

15     need to have to have open-chest  surgery.

16     And now, of course, the - -  another big one

17     are the - -  literally the percutaneous

18     valves.  I  m ean, literally replacing valves

19     just  through pinholes.  I  m ean, those would

20     be the m ajor areas of intervent ional

21     cardiology.

22 Q.  Turning now to the ent repreneurial aspect  of

23     your background.

24              I n 2001, you m ent ioned that  you

25     started - -
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1 A.  Yes.

2 Q.  - -  a m edical device com pany.

3              What  m edical device com pany was

4     that?

5 A.  I t  was called Velocim ed, V-E-L-O-C- I -M-E-D.

6 Q.  What  types of product  or products did - -

7 A.  We m ade - -

8 Q.  - -  Velocim ed m ake?

9 A.  We m ade three different  m edical products.

10     One was what 's called an - -  and at  the t im e

11     this was really the first  one.  I t 's

12     som ething called an em bolic protect ion

13     device.

14              One of the r isks of doing

15     angioplasty was som et im es you could go in,

16     inflate a balloon to dilate an artery, but

17     debris could break off and go downst ream ,

18     you know, and if that  happened, you could

19     have dam age downst ream .  Like if that  would

20     break off and go to an im portant  place, like

21     the brain or the kidney or som ething like

22     that , that  was one of the areas of

23     com plicat ions.

24              So, we created a lit t le basket  that

25     could catch that  that  we'd put  in first  and
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1     then did the angioplasty, and if anything

2     went  down, you would catch it .

3              Second product  was som ething called

4     a PFO closure device, which was an

5     um brella - -  a lit t le um brella, m iniature

6     um brella, that  you could put  through a

7     pinhole and go in and close a hole between

8     the r ight  and left  at r ium  of the heart .

9              And the third one was what  we

10     called a navigat ion catheter, because one of

11     the things that  would start  cardiologists

12     from  being able to do a procedure is if they

13     couldn't  get  to that  spot , you know, through

14     the curving blood vessels.  So, we m ade a

15     catheter that  could be, using a joyst ick,

16     directed to go around sharp curves.

17              St . Jude bought  all three of those

18     products in the year - -  I  started the

19     com pany in 2001.  St . Jude bought  that

20     com pany in 2005, and all three products are

21     st ill - -  are st ill being sold around the

22     world today.  That  was the first  com pany.

23 Q.  Were those products approved for sale by the

24     FDA?

25 A.  All of them  eventually achieved worldwide
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1     approval, including US.

2 Q.  And what  - -  are you aware that  the FDA

3     classifies m edical devices in one of three

4     separate classes?

5 A.  Yes.

6 Q.  And what  - -  what  class of device were the

7     three devices sold by or created by

8     Velocim ed?

9 A.  Well, the em bolic protect ion device and the

10     PFO closure device were Class 3 devices.

11     The three classes are, you know, literally

12     1, 2, 3, where 3 is the - -  the highest  level

13     of sophist icat ion, and, therefore - -  you

14     know, or potent ial r isk and the m ost  novel,

15     which then m eans it  needs the m ost  test ing.

16              Class 1 devices are typically

17     devices that  are the least  am ount  of r isk,

18     and they're often - -  they are often devices

19     that  are copies of other devices that  are

20     out  there, that  have predicates, and

21     everything's known about  them , and it 's just

22     kind of like one m ore copy doing the copycat

23     thing.  You know, they can get  a label as a

24     Class 1.  Label 2 is som ewhere in between.

25              The navigat ion device was Class 2.
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1 Q.  Got  it .

2 A.  But  then m y second com pany Lutonix,

3     L-U-T-O-N- I -X, that  was a Class 3 device

4     too.

5 Q.  When did - -  did you found Lutonix?

6 A.  I  founded both of these com panies.

7 Q.  And when - -  when did Lutonix com e into

8     being?

9 A.  2007, and CR Bard bought  that  com pany in

10     2000 - -  in Decem ber of 2011.

11 Q.  What  product  did Lutonix create?

12 A.  We m ade an angioplasty balloon that  had a

13     drug coat ing on it ,  and so, when you did

14     the - -  so, when you would do the

15     angioplasty, the drug would t ransfer to the

16     blood vessel wall,  and the drug would then

17     prevent  the artery from  re-narrowing, you

18     know, after you did the angioplasty.

19 Q.  I s that  angioplasty balloon approved by the

20     FDA?

21 A.  Yes.

22 Q.  And you m ent ioned that  it  was a Class 3

23     device?

24 A.  3, yep.  First  - -  first  drug-coated

25     angioplasty balloon in the world to be
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1     approved by the FDA.  We got  approval in

2     2012.

3 Q.  Where are you current ly em ployed Dr. Wahr?

4 A.  Holaira, H-O-L-A- I -R-A.

5 Q.  And when did you join that  com pany?

6 A.  I  j oined it  in Septem ber of 2012.

7 Q.  Did you found that  com pany as well?

8 A.  No.

9 Q.  Who founded Holaira?

10 A.  An individual called Marty Mayse, and

11     co- founded along with another person, an

12     engineer nam ed Steve Dim m er.  They were

13     co- founders.

14 Q.  When you joined the com pany in 2012, was it

15     called Holaira?

16 A.  No, the com pany was originally founded in

17     2008.  That 's when Marty Mayse and Steve

18     Dim m er founded the com pany.  So, when I

19     j oined the com pany, it  was already four

20     years old, and the or iginal nam e of the

21     com pany was I ntervent ionalPulm onarySolut ions

22     [ sic] , all one word.  They - -  they called it

23     I PS for short , to abbreviate it .

24 Q.  Let 's talk about  the Holaira - -  well,

25     actually, I  should first  ask you:   What 's
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1     your role at  Holaira?  What  do you do there?

2 A.  I 'm  the CEO.

3 Q.  And have you always been the CEO?

4 A.  Yeah - -  well,  since they hired m e, yeah, for

5     the last  three years, yeah.

6 Q.  Okay.  Let 's talk about  the - -  the products

7     that  Holaira creates.

8              What  - -  what  is the product  that

9     Holaira creates?

10 A.  We - -  we have a product  that 's called - -  the

11     nam e of the product  is dNerva, and what  it

12     is is it 's a - -  we use it  to do a procedure

13     called targeted lung denervat ion, and the - -

14     and the system  that  does it  we call the

15     Holaira Lung Denervat ion System .

16 Q.  Can you describe for m e what  com ponents

17     there are to the Holaira Lung Denervat ion

18     System ?

19 A.  Yes, there are - -  there's a - -  the system

20     has a console.  The console does really

21     three - -  three things that  are im portant .

22     I t  has a - -  it 's the generator for the

23     energy, you know, RF energy, radio frequency

24     energy, which is the power we use to - -  for

25     the therapeut ic effect , which I ' ll describe
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1     in a m inute.

2              I t  also has the pum p in it ,  because

3     we have to circulate cold water, you know,

4     through the catheter while we do it .   I t

5     also has a - -  so, therefore, it  also has a

6     chilling - -  a chiller in the console.  And

7     then, of course, it  has a user interface,

8     you know, which is a software program .

9              The console runs the dNerva

10     catheter, and the catheter is the act ive - -

11     you know, is the therapeut ic part  of the

12     product , and the dNerva catheter is used by

13     an intervent ional pulm onologist .  The

14     intervent ional pulm onologist  takes the

15     dNerva catheter, and he puts it  through the

16     working channel of a flexible bronchoscope,

17     you know, and flexible bronchoscopes are

18     som ething that  intervent ional pulm onologists

19     have used for years.

20              I t 's st ill - -  it 's a flexible

21     catheter that  goes down - -  you know, in

22     through your m outh, down the t rachea, and

23     they can look around inside the lungs with

24     this, but  our catheter goes through the

25     working channel inside that  bronchoscope,
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1     and when - -  when the intervent ional

2     pulm onologist  puts it  down, he can posit ion

3     it  in both the r ight  m ainstem  bronchus first

4     and then the left  m ainstem  bronchus.  You

5     can actually do it  in either sequence.

6              That  could be - -  the working end of

7     the catheter has an elect rode on it ,  which

8     is used to deliver the energy, and when that

9     elect rode is posit ioned correct ly inside the

10     r ight  or left  m ain bronchus, the energy can

11     be turned on, so that  it  delivers therm al

12     energy to the wall of the - -  the m ain

13     r ight  - -  the r ight  and left  m ainstem

14     bronchus that  can denature the nerves that

15     go to the lung perm anent ly, so that  those

16     nerves are interrupted.

17              And what 's great  about  that  is

18     those nerves are what  - -  if you - -  if you

19     interrupt  those nerves, it  allows the

20     airways to dilate, open.

21 Q.  Let 's just  back up for a second.

22              You - -  you referred to som ething

23     called a bronchus?

24 A.  Yes.

25 Q.  What  is the bronchus?
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1 A.  Anatom ically, your m ain airway.  I t  com es

2     from  your vocal cords.  I t 's called the - -

3     down to - -  it s first  branch point  is the

4     t rachea, and that 's the big airway.  You can

5     feel it ,  you know, r ight  - -  r ight  in your

6     throat .

7              When that  com es - -  when that  gets

8     down into the m iddle of the chest , it

9     branches into two m ain - -  two large

10     branches, and those are call the r ight  and

11     left  m ainstem  bronchus, and then the

12     m ainstem  bronchus, in turn, branch into

13     m ult iple other airways, and then they keep

14     subdividing into - -  and goes down into all

15     of the lit t le billions of airways, you know,

16     out  in the lungs.

17 Q.  Okay.  So, the - -  the bronchus - -  the

18     m ainstem  bronchus is outside of the lungs?

19 A.  Yes, you're not  technically in the lungs

20     yet .

21 Q.  Okay.  And then the bronchus stem s out  from

22     the m ainstem  bronchus and goes into the lung

23     fields?

24 A.  Yeah, it  goes - -  it  goes - -  basically, you

25     have the m ainstem  bronchus, and then you
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1     have secondary bronchi and then tert iary.

2     You know, it 's just  dividing and dividing

3     and dividing.

4 Q.  And describe for m e, again, where the - -

5     where within in the body the dNerva catheter

6     is used?

7 A.  I n the r ight  and left  m ainstem  bronchus, in

8     j ust  those first  m ajor divisions.

9 Q.  Okay.

10 A.  I t  never goes down into the lung fields.

11 Q.  And the - -  what  - -  what  condit ion is Holaira

12     seeking approval from  the FDA to t reat  with

13     this device?

14 A.  Well, COPD, Chronic Obst ruct ive Pulm onary

15     Disease, is the disease process, and in

16     pat ients that  have COPD, COPD is

17     character ized by overact ive nerves, you

18     know, that  - -  that  are causing - -  and these

19     overact ive nerves cause the airways to be

20     const r icted, you know, kind of in spasm s, so

21     to speak, and up unt il this point  in t im e,

22     the way COPD pat ients have been t reated are

23     with inhalers.

24              And, of course, you see this on

25     television all the t im e.  Spir iva is the
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1     leading selling pulm onary drug in the world,

2     m aybe the first  or second leading selling

3     drug of any kind in the world.  You know,

4     the inhaler that  you see people who can't

5     breathe puff on.

6              And what  that  - -  the way that

7     inhaler works, it  goes down, and it

8     literally is t rying to block the nerves, you

9     know, that  go to the lungs so the airways

10     can open up.  What  we're t rying to do, we're

11     going in, and we're - -  by using this

12     RF energy and the r ight  and left  m ainstem

13     bronchus, we're t rying to ablate those

14     nerves, so that  we - -  so that  we can

15     perm anent ly - -  get  a perm anent  dilat ion, so

16     that  you have a perm anent  bronchodilat ion.

17     So, it  would becom e an alternat ive therapy

18     to drugs or even an addit ive, where we

19     actually know it  would be an addit ive to

20     drugs, and there's a reason for that , to

21     benefit .

22 Q.  Let 's talk about  the - -  a lit t le bit  m ore

23     about  the m edical procedure in which the

24     Holaira Lung Denervat ion System  is used.

25              You m ent ioned a nam e for the
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1     m edical procedure itself.  What  was that

2     again?

3 A.  Targeted lung denervat ion.

4 Q.  Okay.  And where is targeted lung

5     denervat ion perform ed?  Like in what  kind of

6     set t ing?

7 A.  I t 's in a hospital, a pulm onology procedure

8     room .  I t 's in a special room  that  - -  where

9     hospitals do these bronchoscopies

10     procedures.

11 Q.  What  - -  who perform s the procedure?

12 A.  An intervent ional pulm onologist .

13 Q.  What 's an intervent ional pulm onologist?

14 A.  Well, it  goes - -  it  k ind of goes back to the

15     sam e thing about  when I  talked about

16     intervent ional cardiologist .

17              Unt il recent ly, unt il literally a

18     couple years ago, the - -  the highest  level

19     of cert ificat ion within the field of

20     pulm onary was a Board-cert ified

21     pulm onologist , and these were doctors that

22     did bronchoscopies, you know, just  that  were

23     diagnost ic, you would go and look around to

24     see what  was in the lungs.

25              But  in the last  - -  over the last
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1     num ber of few years, sim ilar to what  had

2     happened 15 or 20 years ago in cardiology, a

3     new field has ar isen of intervent ional

4     pulm onology, where pulm onologists can do

5     addit ional t raining to becom e skilled at

6     actually doing invasive procedures, and this

7     group are what  we refer to as the

8     intervent ional pulm onologists, and to be - -

9     and that  is a fully now recognized Board

10     cert ificat ion- required subspecialty of

11     pulm onology, where they literally have to do

12     a two-year fellowship after t raining all the

13     previous stuff, do two addit ional years of

14     intervent ional pulm onology and then pass the

15     Boards to be a card-carrying credent ialed

16     intervent ional pulm onologist , and they - -

17     they do everything - -  well,  I  shouldn't  say

18     they do everything.

19              They do an awful lot .  They do a

20     lot  of different  procedures now just  through

21     the bronchoscope that  used to require

22     open-chest  surgery.  You know, the sam e

23     story again like what  happened 20 years ago

24     in cardiology, and they'll do everything

25     from  put t ing in stents to dilat ing blocked
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1     airways to resect ing tum ors to, you know,

2     rem oving foreign bodies, just  lots of

3     things.

4              So, we as a - -  our procedure,

5     targeted lung denervat ion, is one of an

6     array of things that  they do.

7 Q.  You m ent ioned that  - -  how m any of - -  roughly

8     how m any intervent ional pulm onologists are

9     there in the United States, if you know?

10 A.  Today, there are about  150 roughly, about

11     150.  So, you can kind of think of it  as

12     each state - -  if all states were average

13     size, there would be two or three in a

14     state.

15              I t  will grow.  You know, the - -  the

16     fellowship program s that  t rain them  are

17     turning out  about , you know, seven or eight

18     new ones a year, you know, in the US, you

19     know, the specialized places that  are

20     form ally t raining them .  So, that  num ber

21     will - -  I  expect  will slowly grow.

22 Q.  Okay.  Let 's discuss a lit t le bit  how the

23     com pany changed nam es from  I PS to Holaira,

24     and to assist  with the - -  the discussion,

25     I ' ll m ark and hand you an exhibit .
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1 A.  Sure.

2              (Exhibit  Num ber 1 was m arked.)

3     BY MR. HANSEN:

4 Q.  Dr. Wahr, you've been handed what 's been

5     m arked as Wahr Exhibit  1.

6              Do you recognize this docum ent?

7 A.  Yes.

8 Q.  What  is it?

9 A.  This is - -  these are docum ents that  we put

10     together not  long after I  took over as CEO

11     to help guide, you know, our renam ing

12     process, you know, and also, you know, som e

13     Board presentat ions that  - -  where we

14     actually conveyed som e of this inform at ion

15     to our Board of Directors - -

16 Q.  Okay.

17 A.  - -  about  why we were doing it .

18 Q.  And was this a presentat ion present  to the

19     Holaira Board of Directors?

20 A.  Yes, this first  one here, the open session

21     of the Board m eet ing.  I  m ean, this was part

22     of the Board m eet ing where - -  you know,

23     Board m eet ings have generally two parts.

24              They have what 's called an open

25     session, where key com pany execut ives are
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1     included;  and then there's what 's called a

2     closed, where it 's just  m e with the Board of

3     Directors period.  You know, that 's the part

4     where you talk about  things like

5     com pensat ion and confident ial stuff that  you

6     wouldn't  want  to have other people sit t ing

7     in on.

8 Q.  During the - -

9 A.  Open session.

10 Q.  - -  open session, if you'd flip to page - -

11     the twelfth slide in, which is - -  has the

12     Bates num ber on the bot tom  r ight ,

13     Holaira 627?

14 A.  Yep.

15 Q.  There is a - -  appears to be a discussion

16     about  branding act ivit ies?

17 A.  Yep - -  yes.

18 Q.  What  was the purpose of this - -  the

19     inclusion of this slide in the presentat ion?

20 A.  Well, I  was - -  I  int roduced it  - -  as you

21     not iced on the first  page, the com pany was

22     st ill called I nnovat ive Pulm onary Solut ions

23     at  this t im e, but  I  wanted to - -  and I  - -

24     this - -  this was really m y first  Board

25     m eet ing, you know, because I  was hired in
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1     Septem ber, and this was Decem ber, and so,

2     this was m y very first  Board m eet ing that  I

3     led, and I  had already decided by that  point

4     that  I  wanted to change the nam e of the

5     com pany, and this was m y start ing to

6     socialize that  concept  to the Board.

7              Now, you have to realize this was a

8     Board of Directors that  had been with this

9     com pany for four years, you know, and so,

10     they were pret ty - -  you know, they were very

11     fam iliar ized with the previous nam e, and so,

12     I  j ust  didn't  want  to com e in and say I 'm

13     changing, so how I ' ll com m only do things is

14     I ' ll int roduce som ething and socialize it

15     and then - -  then com e back with a

16     recom m endat ion at  the next  Board m eet ing.

17              I t 's a good way to run a com pany,

18     by the way, if you ever do this.  Don't

19     blind-side your Board with just  radical

20     stuff in the cold.

21              So, this was socializing the

22     concept  that  I  was working m y way towards

23     rebranding the com pany, which is a way of

24     saying, we're going to change the nam e,

25     we're going to change the Website.  You
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1     know, we're going to - -  you know, our

2     m aterials that  are shown publicly, you know,

3     we're going to rethink.

4 Q.  Why did you want  to m ove away from  the I PS

5     nam e?

6 A.  Well, this was m y third t im e around the

7     t rack, you know, with a com pany, and so,

8     while I  don't  consider m yself a m arket ing

9     person, I 'm  used to working with m arket ing

10     people, and I  do believe what  they say.

11              And, to m e, there were a couple - -

12     there was a few problem s with I nnovat ive

13     Pulm onary Solut ions.

14 Q.  What  were those problem s?

15 A.  Well, one is - -  is that  m arket ing people

16     will tell you that  they really - -  they would

17     never recom m end the nam e of a com pany that

18     goes m uch m ore than two or three syllables.

19     I nnovat ive Pulm onary Solut ion had 11.  I t 's

20     too m any words, you know, to be efficient ,

21     you know.

22              And the second thing is is that  it

23     was so long that  you couldn't  even fit  it

24     into som e URL boxes.  You know, when you go

25     to type in your em ails and stuff, it
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1     wouldn't  fit ,  and, you know, you'd run out

2     of space, and then you were just  stuck on a

3     lot  of form s.  I  found that  part icular ly

4     irr itat ing.

5              The third thing was it  was just

6     kind of a sentence.  You know, it  wasn't

7     really a unique word.  Market ing people and

8     branding people want  you to create your own

9     unique word.  Because it  wouldn't  fit  into

10     URL addresses, the com pany started calling

11     it self I PS for short , which is a

12     three- let ter acronym , but  the problem  with

13     I PS was, one thing, m arket ing people don't

14     like acronym s, but , num ber two, it  was

15     already t radem ark.  I  m ean, in fact , it 's

16     t radem arked by about  15 people worldwide for

17     all k inds of different  things.  There's

18     absolutely nothing unique about  I PS, you

19     know, as a three- let ter thing - -  thing out

20     there.

21              So - -  so, for all of those reasons,

22     I  felt  we needed - -  and since the com pany - -

23     I  had just  becom e the new CEO, part  of

24     becom ing the new CEO was we were going to

25     m ove the com pany - -  we decided we'd m ove the
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1     com pany from  Seat t le, where it  had been the

2     first  four years, to Minneapolis.

3              So, we were m oving the com pany, and

4     it 's going to be a new ent ity, you know,

5     here in Minneapolis, of which the people in

6     Minneapolis didn't  even know - -  you know,

7     there was no m em ory of the old nam e.  So, it

8     was the perfect  t im e to change the nam e.

9 Q.  On the - -  on slide 12, the third bullet

10     point  down says:   Need im age that

11     dem onst rates we are different  from

12     com pet it ion, relevant  to the target

13     audiences and credible.

14              Do you see that?

15 A.  Yep.

16 Q.  What  was m eant  by "dem onst rates we are

17     different  from  com pet it ion"?

18 A.  This is a Class 3 device, first  t im e - -  and

19     it 's very novel, first  t im e anything like

20     this has ever been done in hum ans.  You want

21     a nam e that  is not  confused with anything

22     else, you know, that  is totally unique, that

23     will - -  a new word - -  a new word, you know,

24     created that  will becom e the im age of your

25     product , you know, that  no physician will
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1     ever find confusing.

2              You know, that 's fundam ental - -

3     that 's what 's fundam ental.  You don't  - -  you

4     know, when the Google people decided to have

5     a - -  a search engine that  you could find

6     anything on the I nternet  in 100th of a

7     second, they wanted a word that  nobody had

8     seen before, and that 's - -  they created the

9     word "Google,"  which now everybody thinks

10     has been around for a century, when, in

11     fact , it 's only been around for ten years,

12     because it  was brand new.  That 's what

13     you're t rying to do.

14 Q.  After this Board m eet ing, did the - -  did the

15     I PS cont inue in the process of rebranding?

16 A.  Yes, the Board - -  when I  int roduced this,

17     the Board gave m e - -  they said, yes, we're

18     interested in having this done, go do it .

19 Q.  And what  - -  did Holaira, or I PS at  the t im e,

20     retain any third-party ent it ies to assist  in

21     that  process?

22 A.  Yep, it 's on here.  You know, I  had already

23     started the process, you know, with a

24     m arket ing consultant  nam ed Lorraine Wright

25     on the slide, and Lorraine, in turn, was
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1     working with a m arket ing com pany called

2     Six Degrees.

3 Q.  Okay.

4 A.  Lorraine is not  an em ployee of Six Degrees.

5     They are two different  things.  So, Lorraine

6     is our m arket ing person basically.

7              MR. HANSEN:   Let 's m ark that

8     exhibit .

9              (Exhibit  Num ber 2 was m arked.)

10     BY MR. HANSEN:

11 Q.  Before we get  into this next  exhibit ,

12     Dr. Wahr, you m ent ioned that  Lorraine Wright

13     is not  an em ployee?

14 A.  Right .

15 Q.  Although she's not  an em ployee, is she

16     t reated like - -  as if she's an em ployee with

17     respect  to her job funct ion?

18 A.  Yes, she's our - -  she's our only m arket ing

19     person we have.  She does 100 percent  of our

20     m arket ing act ivit ies, which, because we're

21     st ill a pre- revenue com pany, clinical stage,

22     as I  call it ,  we don't  really have a need

23     yet  for a full- t im e m arket ing execut ive.

24              So - -  so, that 's why she's st ill at

25     consultant  status.  I  would est im ate she



Deposit ion of Dr . Dennis W ahr -  7 / 2 / 2 0 1 5
Boston Scient if ic Corporat ion and Asthm atx , I nc., e t  a l. v. Hola ira , I nc.

6 1 2 .3 3 8 .3 3 7 6
Benchm ark Report ing Agency

Page 31

1     probably spends about  50 percent  of her t im e

2     working with us, but  she has som e other

3     clients, but  she's our sole person, and she

4     carr ies a Holaira business card, has a

5     Holaira - -  has a Holaira em ail address, and

6     she - -  she is our - -  she funct ions as if

7     she's a full- t im e em ployee.  All

8     m arket ing- type quest ions, you know, that

9     flow through - -  or inquir ies from  the

10     Website flow through her.

11 Q.  Let 's turn to Exhibit  2.

12 A.  Okay.

13 Q.  Have you seen Exhibit  2 before, Dr. Wahr?

14 A.  Yes.

15 Q.  What  is Exhibit  2?

16 A.  These are the m aterials that  were put

17     together by Six Degrees working with

18     Lorraine Wright  that  were literally the - -

19     the docum ents we worked off of in our

20     com pany m eet ings as we started through a

21     m ethodical process of - -  of considering

22     various alternat ives for renam ing the

23     com pany.

24 Q.  I f you turn to the third slide in, which is

25     Bates num ber Holaira 48, there's a slide
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1     ent it led:   Nam ing Considerat ions?

2 A.  Yes.

3 Q.  The first  bullet  point  says:   The new nam e

4     m ust  be shorter, sim pler, fewer syllables.

5              What  is that  in reference to?

6 A.  That 's in reference to our previous nam e of

7     I nnovat ive Pulm onary Solut ions that  had 11

8     syllables.

9 Q.  Okay.  I f you turn to Holaira 50, which is

10     another couple of slides in, it 's ent it led:

11     Met r ics for Nam ing?

12 A.  Yep.

13 Q.  Can you describe what  the purpose of this

14     slide is?

15 A.  Yes, this is a - -  this was a slide that

16     Six Degrees put  together.  I  would say that

17     it 's pret ty m uch a boilerplate that

18     m arket ing firm s use for how you - -  you know,

19     it  was not  unique to us.  I t  was unique to

20     what  they do every t im e regardless of the

21     client , in term s of, when you start  through,

22     how do you invent  a new nam e or new word.

23              By the way, this is kind of - -  I

24     found this - -  found this fascinat ing when I

25     got  into this.  There is no word in
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1     Webster 's Dict ionary that 's not  t radem arked.

2     So, you can't  nam e the com pany anything of a

3     word that  exists.  There - -  whatever the

4     thousands of words, they're all t radem arked.

5              So, the only way you can create a

6     new t radem ark is to com e up with a brand new

7     word.  I sn't  that  am azing?  There are m ore

8     t radem arks, in fact , than there are words in

9     the dict ionary.  So, you have to - -  I

10     thought  that  was pret ty - -  pret ty am azing,

11     you know, which is why you've got  to get

12     creat ive people to do this stuff.

13              Now - -  now, but  these things here

14     are - -  are what  they say are - -  are the

15     different  categories of how you think about

16     it ,  you know, as you go about  it  as a team ,

17     you know, associat ion, different , clear,

18     pronounceable, m em orable - -

19              (Reporter clar ificat ion.)

20              THE WI TNESS:   The categories were

21     product  associat ion, different , clear,

22     pronounceable, m em orable, posit ive and

23     available.  All the categories that  you

24     needed to - -  you had to be able to have all

25     of these apply at  the end of the day.
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1     BY MR. HANSEN:

2 Q.  And we m ay have discussed this already, but

3     why was it  im portant  - -  why was it  an

4     im portant  m et r ic for the nam e to be

5     different  from  the com pet it ion?

6 A.  Because we had - -  we have a novel,

7     first - in- the-world-ever-done product .  We

8     want  - -  we wanted no confusion that  this had

9     any sim ilar ity to anything else.  I t  had to

10     be totally unique, the word, to im ply the

11     fact  that  this also was a totally unique

12     product .

13 Q.  I f you turn to the slide just  before the one

14     that  we're on, there's an ident ificat ion of

15     a num ber of products that  t reat  pulm onary

16     condit ions, correct?

17 A.  Yes.

18 Q.  Why were you considering these other

19     ent it ies and nam es in this process?

20 A.  Because we knew that  these were nam es of

21     products that  intervent ional cardiologists

22     were already fam iliar with and using, and we

23     wanted to m ake sure that  ours was - -  you

24     know, was not  sim ilar to any of them .  I

25     m ean, again, get t ing back to the different
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1     and unique category.

2 Q.  I  think you said intervent ional

3     cardiologists - -

4 A.  Oh, did I  say that?

5 Q.  - -  do you m ean pulm onologists?

6 A.  I  cont inue to do that , because I  used to be

7     one, but , yeah, intervent ional

8     pulm onologists.  Glad Marty isn't  here.

9 Q.  I f you turn to slide Holaira 56, it 's

10     ent it led:   Nam ing Categories?

11 A.  Yeah - -  yes.

12 Q.  Can you describe for m e what  - -  what  this

13     slide reflects and what  these nam ing

14     categories m ean?

15 A.  Well, the way the m arket ing team  helps

16     st im ulate growth - -  I  m ean, group- think is

17     to provide categories, you know, of

18     concepts, and they generally nam e, when

19     they - -  you know, in doing this, they com e

20     up with anatom ic things or physiologic

21     things or st ructures, you know, that  are - -

22     that  have som ething to do with what  you're

23     doing, you know, and so, therefore, in term s

24     of what  we do, it 's - -  it 's pret ty easy for

25     them  to go nerve, air , pulm onary, lung,
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1     respirat ion, open - -  you know, "open"

2     m eaning open airway.

3              So - -  and then they - -  and then you

4     take each of those one by one and start  to

5     create words that  m ight  be related or convey

6     or be related to these general categories.

7 Q.  So, for exam ple, air-cent r ic?

8 A.  Yes.

9 Q.  What  - -  what  im pact  does a word being

10     air-cent r ic have on the word itself?

11 A.  Well, I  m ean, each of these would - -  would

12     com m only - -  you know, would - -  you work

13     around that .  You start  with that  concept

14     of, say, air , and then you work around it

15     and t ry to m old words, you know, that  m ight

16     encom pass it .

17 Q.  Okay.  And why - -  if you know, why were

18     these specific categories ident ified as

19     potent ial categories for words?

20 A.  Because they related - -  they all had

21     som ething to do with our procedure, you

22     know, what  we do.

23 Q.  I f you turn - -  we're going to jum p around

24     just  a lit t le bit ,  but  if you turn to the

25     third from  last  page of the slide deck,
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1     which is Holaira 111, there's a short  list

2     of nam es.

3              Were there m ore nam es considered

4     than just  this - -  this short  list?

5 A.  Oh, yes, yeah, yeah.  I  m ean, there were - -

6     yeah, there were m any, and in all of those

7     categories, there were a lot  in each

8     category.

9              What  these - -  what  these m arket ing

10     people do, they sit  down and - -  and they

11     provide you with a list  to st im ulate, you

12     know, all var ious rendit ions within these

13     categories.

14 Q.  What  - -  what  process was used to take the

15     longer list  and winnow it  down to the

16     shorter list?

17 A.  We had - -  we had a group m eet ing, where we

18     had - -  there were really - -  there were

19     really, you know, a sm aller group of people,

20     four or five people, that  - -  that  put  the

21     m ost  t im e into this.

22              I t  was m yself;  it  was Marty Mayse;

23     it  was Steve Dim m er, the other founder;

24     Lorraine Wright , we probably put  in

25     relat ively m ore t im e in discussion, but
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1     there was also a larger group of som e of the

2     other em ployees in the com pany that  were

3     also brought  in to com m ent  on - -  on just  gut

4     react ion, you know - -  you know, what  kinds

5     of things that  started to shake out  as

6     people's favorites.

7 Q.  Let 's flip back in the slide deck to

8     Holaira 65, which is an air-cent r ic nam e,

9     and the nam e is Holaira?

10 A.  Yep.

11 Q.  Ult im ately, this is the nam e that  the

12     com pany selected, r ight?

13 A.  Yes.

14 Q.  Why did the com pany select  the nam e Holaira?

15 A.  The - -  there were - -  there were several

16     reasons that  this one, as m ore and m ore

17     discussion went , rose to the top, and the

18     one that  I  liked the best  was that  the

19     fundam ental reason why I  think our product

20     is going to be so excit ing in the

21     m arketplace is because the current  standard

22     of care for this disease is - -  are these

23     inhalers, these drugs, you know, that  people

24     breathe - -  breathe in, but  what 's known

25     by both - -  all physicians know this, and the
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1     pharm aceut ical com panies them selves

2     acknowledge it ,  is that  the Achilles heel of

3     drugs that  they don't  talk about  for

4     t reat ing lung disease is that , when they

5     breathe these drugs in - -  and they can only

6     be given by - -  by inhalat ion.  They can't  be

7     given by swallowing pills, and there's

8     reasons for that  pharm acologically, but  the

9     drugs will go preferent ially into those

10     sm all airways that  are wide open, and they

11     won't  go to the ones that  are blocked, the

12     drugs.

13              So, the drugs, it 's est im ated,

14     achieve only m aybe at  best  50 percent  of the

15     potent ial benefit  that  could be had if you

16     had a way to get  - -  get  - -  you know, get , in

17     effect , in all of the airways, not  just  the

18     open ones, but  that 's also not  really known

19     for sure.  People debate that .

20              Som e people say it 's less even, you

21     know, but  - -  so, drug therapy is really only

22     t reat ing part  of the lung, you know, when

23     these - -  when it  goes in, but  it 's st ill

24     bet ter than nothing.

25              Our real benefit  of our therapy by



Deposit ion of Dr . Dennis W ahr -  7 / 2 / 2 0 1 5
Boston Scient if ic Corporat ion and Asthm atx , I nc., e t  a l. v. Hola ira , I nc.

6 1 2 .3 3 8 .3 3 7 6
Benchm ark Report ing Agency

Page 40

1     going in and denervat ing the nerves in the

2     r ight  and left  m ainstem  bronchus, and 100

3     percent  of all the nerves that  go to the

4     lungs go in - -  are in the walls of that

5     r ight  and left  m ainstem  bronchus.  By

6     denervat ing, we could dilate all the

7     airways, the whole thing, the whole lung,

8     and so, I  love the concept  that  we'll be the

9     first  com pany that  can t ruly deliver therapy

10     to the whole lung, you know, and so - -  and,

11     whereas, I  would say pharm aceut icals deliver

12     therapy to only part  of the lung.  We're the

13     whole lung.

14              And so, the whole focus here was on

15     whole, you know, W-H-O-L-E, but  the

16     m arket ing people, being the clever way they

17     are, said, let 's spell it  H-O-L, because

18     it 's pronounced exact ly the sam e way and

19     it 's clever.  Now, you're looking like a

20     unique word, as opposed to W-H-O-L-E, which

21     is a word that  everybody recognizes.

22              So, shorten it  to Hol, H-O-L.  So

23     air  to the whole lung, and that  really

24     started to resonate to people as really a - -

25     a cool thing.
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1              The second thing was that  - -  was

2     that , as the people started doing reviews,

3     there's very, very few things in all of

4     m edicine, you know, whether it 's drugs or

5     procedures or - -  or words or anything that

6     begin with the let ter H.  H is really rare.

7     So, it  was ext rem ely unique, and the other

8     thing is is that  we also found out  the word

9     holo, H-O-L-O, is actually another word that

10     you can find out  there, and actually its

11     derivat ion is also whole, you know,

12     actually.  So, if you drop the W in - -  you

13     know, in languages, H-O-L-O, also m eans

14     whole.  So, it  really cam e through that  it

15     was air  to the whole lung and - -  and really

16     unique.

17              The one thing that  - -  that  I  had a

18     lit t le hesitat ion about , which actually also

19     m akes it  - -  m ade it  really unique, but  was

20     that  we st ruggled with, and when we tested

21     this around with different  people, people

22     had - -  when they said, what  do you think

23     when you see this word?  Well, you know,

24     there's a derogatory st reet  slang term

25     called ho, you know, like that  person's a
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1     ho.

2              Anyway, but  that  is a negat ive

3     term , and - -  and so, we st ruggled with the

4     fact  that  it  would have too st rong, you

5     know, a different ial, you know, in term s of

6     a word being thrown into - -  into m edicine,

7     and so - -  but  the m arket ing people actually

8     kind of liked that , because it  gave it  m ore

9     of an edge, you know, of uniqueness.  And,

10     by the way, nobody really thinks that , you

11     know, as our test ing - -  they really see

12     "whole,"  you know, is where they go.

13 Q.  Can you describe for m e how the com pany

14     pronounces its nam e?

15 A.  Yeah, it 's Hol, H-O-L, hyphen, second

16     syllable, is air , A- I -R, and the last

17     syllable is A.  Three syllable, where it 's

18     H-O-L, then second syllable A- I -R, another

19     syllable A, and we really different iated - -

20     we really wanted that  different iated all the

21     way to the point  that  on the - -  that , on the

22     logo, we put  an um brella of dots over the

23     word A- I -R to different iate the word "air"

24     and separate it  from  the syllable H-O-L, so

25     there was no - -  no - -  to really call that
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1     out , to get  the word Hol on there, H-O-L,

2     and you've seen the - -  it 's on the business

3     cards.  You've seen the logo.

4 Q.  Going back to the - -  the short  list  of - -  of

5     nam es, there were - -  at  the back of the

6     slide deck, there are a num ber of nam es that

7     Holaira ult im ately did not  go with.

8 A.  What  page?

9 Q.  111?

10 A.  Oh, 111.

11 Q.  Yep.  For exam ple - -  well,  first , let  m e ask

12     you this:   There are a num ber of nam es that

13     have Xs in the different  colum ns.

14 A.  Yeah.

15 Q.  Would we take that  to m ean that  the nam es

16     with Xs are in the running or out  of the

17     running?

18 A.  I n the running.

19 Q.  Why didn't  Holaira end up using the nam e

20     Vitaira?

21 A.  Well, you know, there were people that  liked

22     Vitaira in the group, but  - -  but  one of the

23     things that  - -  that  becam e a different iator

24     on that  one was that , for whatever reason,

25     and these things tend to go in t rends, but
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1     if you look at  the last  four or five years

2     of m edical device com pany nam es, there have

3     been a lot  of Vs.  There's a lot  of

4     com panies out  there that  start  with V, and

5     so, for that  reason, that  was a

6     discr im inat ing - -  that  was probably one of

7     the m ain reasons why we m oved away from  that

8     at  the end of the day.  I n discussion, in

9     fact , m y first  com pany had begun with a V,

10     Velocim ed, and that  was a bias to m e.  I

11     didn't  want  to do another V com pany.

12 Q.  And why didn't  you select  Apaira?

13 A.  Again, I  think that  it  was a - -  there are A

14     com panies out  there, and we thought  that  - -

15     we thought  that  there was another com pany

16     out  there called Alero, you know, that  we

17     thought  that  looked a lit t le close to, so we

18     thought  Apaira was close to som e other

19     com pet itors.

20 Q.  And when you say "Alero,"  are you talking

21     about  the product  sold by Boston Scient ific?

22 A.  No.

23 Q.  What  - -

24 A.  I t 's a pharm a - -  it 's a pharm a drug.

25 Q.  And how do you spell that?
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1 A.  A-L-E-R-O, I  think is the nam e of it  - -  is

2     how it 's spelled.

3 Q.  Ult im ately, you went  with one of the

4     air-cent r ic nam es, Holaira?

5 A.  Yes.

6 Q.  Why did you go with an air-cent r ic nam e?

7 A.  I t  was a category people liked the best .  I

8     m ean, it  is the fundam ental basis of what  we

9     do is to im prove air flow to the lung.  I

10     m ean, it 's - -  it 's the closest .

11 Q.  Were you aware of any other com pany nam e,

12     product  nam es or t radem arks, that  had the

13     word air  within it  when you m ade the

14     decision to go with an air-cent r ic nam e?

15 A.  Yes, there's a lot  - -  there's a lot  of

16     "airs"  out  there.

17 Q.  When you say " there's a lot  of airs out

18     there,"  what  do you m ean?

19 A.  I  m ean, there's a lot  of com panies - -  I

20     m ean, there's a lot  of products out  there

21     where the syllable A- I -R is a part  of the

22     nam e.

23 Q.  And what  - -  what  field are those products?

24              MR. WALZ:   Object ion, foundat ion.

25     BY MR. HANSEN:
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1 Q.  Do you know - -  you m ent ioned that  there's a

2     lot  of words out  there with "air"  in it?

3 A.  Yes.

4              MR. WALZ:   Object ion, foundat ion.

5              MR. HANSEN:   To what?

6              MR. WALZ:   How does he know that

7     there are a lot  of products out  there that

8     have "air"  in it?  You can lay the

9     foundat ion.  I  don't  know how he knows that .

10              MR. HANSEN:   He just  test ified that

11     he knows it .

12              MR. WALZ:   How do you know it?

13     BY MR. HANSEN:

14 Q.  Okay.  Dr. - -

15 A.  I 've seen them  a pulm onary m eet ings and

16     generally follow the literature.

17 Q.  Okay.  So, you work at  a com pany that  has a

18     product  - -  is developing a product  in the

19     pulm onary space, correct?

20 A.  Yes.

21 Q.  And through going to m eet ings in the

22     pulm onary space, you're aware of other

23     com pany nam es?

24 A.  And product  nam es, yeah - -  yes.

25 Q.  And is that  how you're aware of other - -
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1 A.  Yes.

2 Q.  - -  nam es using the word "air"?

3 A.  Yes.

4 Q.  And are those other product  nam es that  are

5     in your m ind in the pulm onary space?

6 A.  Yes.

7 Q.  Can you recall any of them ?

8 A.  Xolair .

9 Q.  What  does Xolair  do?

10 A.  I t 's a drug.

11 Q.  What  - -  are you aware of the term  "Alair"?

12 A.  Yes.

13 Q.  Sold by Boston Scient ific?

14 A.  Yes.

15 Q.  Why - -  what  considerat ion, if any, did you

16     take of that  nam e when deciding to choose

17     the nam e Holaira?

18 A.  Say that  again.

19              MR. WALZ:   I f I  could, you took a

20     piece of paper out  of your coat  pocket , and

21     you now seem  to be referr ing to it .

22              THE WI TNESS:   Yes, there's - -  I

23     have four nam es of com panies with "air"  in

24     it  that  I  think are really good exam ples.

25              MR. WALZ:   Okay.  That 's fine.  You
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1     can use it .

2              THE WI TNESS:   Okay.

3     BY MR. HANSEN:

4 Q.  Dr. Wahr, what  - -  what  exam ples are on that

5     piece of paper?

6 A.  Well, there's Singulair , Xolair , VitalAire

7     and Alere, A-L-E-R-E.

8 Q.  Turning back to m y quest ion about  Alair , the

9     product  sold by Boston Scient ific, what

10     considerat ion, if any, did you take of the

11     existence of that  nam e when deciding to use

12     the nam e Holaira?

13 A.  We wanted to m ake sure that  we were very

14     different  from  any other word, and I  would

15     say that  that  fell into that  category.  You

16     know, we were - -  we - -  as you saw in the

17     previous slide, we got  the list  of the other

18     leading - -  or I  shouldn't  say leading, but

19     the known products that  are used by

20     intervent ional pulm onologists, and so, we

21     looked at  that  ent ire list  and said, are we

22     different  than all of these words, you know,

23     and we were - -  we were confident  we were

24     different  from  all of these words, because

25     nobody had anything that  looked like Hol,
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1     H-O-L, at  the beginning of the word.

2 Q.  What  - -  why did you want  to be different

3     from  Alair?

4 A.  Because eventually - -  because we have a

5     unique product , and we want  our - -  our

6     physicians, who are our m ain custom ers,

7     to - -  to have no confusion about  what  we are

8     doing.

9 Q.  Let 's turn to the - -  the developm ent  of the

10     Holaira products.

11              I  understand, and certainly tell m e

12     if I 'm  wrong, I  understand that  the Holaira

13     product  is not  com m ercially available in the

14     United States?

15 A.  I t 's a clinical stage com pany.

16 Q.  When you say " it 's a clinical stage

17     com pany,"  what  do you m ean?

18 A.  I t 's not  approved for use, you know, for

19     com m ercial sale.

20 Q.  And what  - -  what  process is the com pany

21     undertaking to becom e approved for

22     com m ercial sale?

23 A.  We're doing a - -  we're working through

24     clinical t r ials, you know, hum an clinical

25     t r ials, and the - -  the process that  - -  that
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1     we're doing is we're doing a three - -

2     three-stage developm ent  program , which has

3     began with Phase 1 clinical t r ials.  We

4     finished that .

5              We're in what  are now called

6     Phase 2 clinical t r ials, and then if our

7     data looks good in the Phase 2 t r ials, we'll

8     m ove on to what 's called Phase 3 clinical

9     t r ials, which would be the pivotal t r ial.

10     We're in the m iddle of Phase 2 r ight  now.

11 Q.  Why is the com pany undertaking that  process?

12 A.  Well, the product  is - -  because the product

13     is novel and has never been done before, you

14     need to be very careful, you know, as you

15     work your way through the developm ent

16     process, that  you m ake sure that  - -  that

17     your product  is safe, first  of all,  and the

18     way that 's done in the eyes of the

19     regulatory authorit ies is they will approve

20     you to t reat  a sm all num ber of pat ients.

21              You t reat  those pat ients in the

22     Phase 1 t r ial, and then if that  looks good,

23     then they'll give you a larger num ber of

24     pat ients you can t reat , which is basically

25     Phase 2 t r ials.  I f that  data looks good,
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1     and basically Phase 1 and - -  Phase 1 t r ials

2     are really focused on safety.  You know,

3     they - -  the way this works, they first  want

4     to know that  you're not  going to hurt

5     anybody, and then if they - -  if you pass

6     that  bar, then you m ove on to where your

7     t r ials will be big enough that  you can start

8     to, in followup test ing, show that  you're

9     actually beneficial, you know, but  safety

10     com es first , and then you m ove on to the

11     benefit  part .

12              So, Phase 2 kind of at tem pts to

13     re-corroborate the safety issue of Phase 1

14     in a large enough pool of pat ients that  you

15     m ight  be able to start  to get  a signal to

16     understand your - -  your efficacy of a m ark.

17     The other thing - -  the other part  about

18     Phase 2 t r ials is that  you also are allowed

19     to start  explor ing som e other param eters,

20     such as dose and, you know, som e other

21     variables about  your product .

22 Q.  You m ent ioned - -

23 A.  But  when you get  to Phase 3 - -  when you get

24     to Phase 3, you need to have your final

25     procedure and your energy dose and
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1     everything has to be defined and done, and

2     then that 's it ,  and that  would be the t r ial

3     in which eventual approvals are based is

4     Phase 3.

5 Q.  You m ent ioned earlier that  there are three

6     classes of products within the FDA?

7 A.  Right .

8 Q.  What  class of product  is the Holaira System ?

9 A.  I t 's Class 3, and generally Class 3 products

10     are the products where you would go through

11     this type of extensive clinical test ing

12     program .

13              Class 1 products, for exam ple, m ay

14     not  need any clinical test ing at  all.   I

15     m ean, they could literally just  - -  in

16     hum ans, they could just  be developed on a

17     benchtop som ewhere and get  approval.

18              Generally, Class 2 products are

19     som ewhere in between.  Generally, they

20     require a - -  som e hum an test ing in a t r ial,

21     but  for sure Class 3 products require, you

22     know, an extensive developm ent  program  since

23     it 's never been done before, and you've

24     really got  to prove that  safety thing

25     before - -  before they're going to let  it  go
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1     out  on the m arket .

2 Q.  What  indicat ion is being sought  for the

3     Holaira products?

4 A.  Pat ients of - -  pat ients with m oderate to

5     severe COPD.

6 Q.  Let 's turn now, Dr. Wahr, to the use of the

7     nam e Holaira.

8              When did - -  when did the nam e

9     Holaira start  being used by the com pany, if

10     you recall?

11 A.  Probably in the first  quarter, first  quarter

12     of 2013.  We - -  yeah, plus or m inus a m onth

13     or two, som ewhere in there.

14 Q.  And how is the - -  how is the Holaira nam e - -

15     how is the Holaira nam e used?

16 A.  We use it  - -  I  m ean, it 's the nam e of the

17     com pany.  I t 's on the building.  I t 's - -

18     it 's on our business cards.  I t 's the nam e

19     on our Website, and it 's - -  and it 's the

20     nam e on - -  you know, on the product .

21              You know, I  m ean, it 's the Holaira

22     Lung Denervat ion System .  I t 's on the

23     console, and it 's - -  we use it  on our slide

24     tem plate - -  our PowerPoint  slide tem plate

25     that  we use when we present  abst racts and
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1     our scient ific data.  I  m ean, it 's the nam e

2     of - -  it 's the nam e of the system  and the

3     nam e of the com pany, so it 's on that  stuff.

4 Q.  At  what  events, if any, has Holaira

5     presented to physicians?

6 A.  Publicly, public presentat ions of our

7     com pany to date has only happened one t im e,

8     and that  was - -  our com ing-out  party for

9     public presentat ion was at  the European

10     Respiratory Society m eet ing in Munich,

11     Germ any last  fall.

12              That 's the only public

13     presentat ion, you know, at  a - -  at  a t rade

14     show, and we did not  have a booth.  I t

15     was - -  we were start  of the scient ific

16     agenda.  We had abst racts that  were accepted

17     for presentat ion, and we did one evening

18     sym posium , you know, where we sum m arized our

19     product  for the - -  you know, for the

20     at tendees.

21 Q.  And what  were the at tendees?  Who was the

22     audience at  that  - -

23 A.  Prim arily intervent ional pulm onologists, as

24     well as, in general, pulm onologists.  That

25     would - -  that  m ade up the m ajority of the
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1     audience, and then there were indust ry

2     people there as well.

3              You know, whenever a new product  is

4     kind of like shown at  one of these m eet ings,

5     other com panies that  are in the space always

6     com e out  of interest  as well,  as you would

7     expect .

8 Q.  When I  asked a few quest ions ago, you m ade a

9     dist inct ion, I  think, between public and

10     pr ivate presentat ions?

11 A.  Yes.

12 Q.  Has the com pany done any pr ivate

13     presentat ions?

14 A.  Yes.  Oh, yes.  I  m ean, everybody - -  you

15     know, all of our physicians, who are

16     invest igators in our clinical t r ials, you

17     know, obviously, have had private

18     presentat ions, and not  only pr ivate

19     presentat ions, but  have gone through

20     t raining, extensive t raining, on how to use

21     the device, and so, there's been m eet ings

22     with that  group of doctors, but  we also have

23     m eet ings with physicians in pr ivate that  are

24     other key opinion leaders, KOLs, that  stands

25     for key opinion leaders, leading physicians
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1     in the intervent ional pulm onary space, to

2     get  their  feedback and input  and, you know,

3     react ion to what  we're doing.

4              So there's been a num ber of those

5     m eet ings as well.

6 Q.  And in those m eet ings you use the nam e

7     Holaira?

8 A.  Yes.

9 Q.  Approxim ately how m any private presentat ions

10     would you say that  Holaira has had?

11 A.  Over - -  since I  have been CEO, those types

12     of m eet ings, fair ly form al m eet ings, I  would

13     say at  least  50.

14 Q.  And are those to intervent ional

15     pulm onologists in the United States or

16     elsewhere?

17 A.  Both Europe and the United States.

18 Q.  And within the United States, how m any of

19     those types of m eet ings have you had?

20 A.  Probably about  a third of them  have been

21     with US docs;  two- thirds of them  with

22     European physicians.

23 Q.  Has - -

24 A.  Our US - -  our US - -  we have no US clinical

25     sites yet .  You know, we're hopeful we'll
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1     have som e later, you know, in the not  too

2     distant  future.

3 Q.  Has Holaira used the nam e Holaira in any

4     press releases?

5 A.  Yes.

6 Q.  Do you know about  how m any in the last , what

7     is it ,  three and a half years?

8 A.  Since I  have been CEO, there have been five

9     press releases.

10 Q.  What 's the general topic of those press

11     releases, if you recall?

12 A.  The m ajority of the - -  m ost  of them  were

13     related to finance.  I t 's com m on to do press

14     releases after you raise m oney successfully,

15     and - -  or to announce, say, a key new

16     em ployee hire, and then I  think one of them

17     was on - -  you know, was announcing our

18     clinical data that  was going to be shown at

19     the European Respiratory Society.

20 Q.  Has Holaira - -

21 A.  They're - -  they're all posted on the

22     Website.

23 Q.  Has Holaira clinical data been published in

24     any m edical journals?

25 A.  Yes.  Yeah, our Phase 1 - -  our first
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1     clinical t r ial now is published in a

2     peer- reviewed journal called Thorax.

3 Q.  Has - -  are you aware of any confusion

4     between Holaira and Alair?

5 A.  None.

6 Q.  Are you aware of any confusion between or

7     about  Holaira's affiliat ion or lack of

8     affiliat ion with Boston Scient ific?

9 A.  None.

10 Q.  Let 's turn now, Dr. Wahr, to the sales

11     process for the Holaira product .

12              First , who is the - -  the target

13     custom er for the Holaira products?

14 A.  The intervent ional pulm onologists.

15 Q.  Why is that?

16 A.  Because our product  will - -  will be labeled

17     that  it  is only for use by an intervent ional

18     pulm onologist .  That  will be - -  and then

19     even if you are a Board-cert ified

20     pulm onologist , just  that  by itself is not

21     sufficient .  You will also have to go

22     through and finish the form al t raining

23     program .

24 Q.  I ' ll dig into the form al t raining program  in

25     just  a m inute.
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1 A.  Okay.

2 Q.  But  you m ent ioned it  will be labeled?

3 A.  Yeah.

4 Q.  What  - -  what  does that  m ean, " it  will be

5     labeled"?

6 A.  Well, the - -  the - -  when the FDA approves a

7     product , they - -  they define in the label

8     who the pat ients are that  - -  what  are the - -

9     what  are the inclusion cr iter ia that  the

10     pat ient  m ust  have in order to be a candidate

11     for the therapy.

12              I n our case, it  would be m oderate

13     to severe COPD, you know, and what  the

14     test ing param eters are that  m ake that

15     pat ient  form ally eligible to get  the

16     therapy;  and, num ber two, what  are - -  what

17     are the requirem ents for a person to be - -

18     to use the device.

19              You know, what  is the t raining

20     qualificat ions, you know, for a person to be

21     able to use the device.  Those are defined

22     as part  of a product  being approved by the

23     FDA.

24 Q.  What  - -  what  sales - -  I  understand the

25     product  isn't  com m ercially available as of
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1     yet , but  does the com pany have som e sense as

2     to what  sales process it  intends to em ploy

3     when the product  becom es com m ercially

4     available?

5 A.  Yes.  I  m ean, yes.  I  m ean, we don't  have a

6     detailed plan, because that 's out  there in

7     the future, you know, a num ber of years,

8     but  - -  but  at  a high level, yes, and our

9     plan for com m ercializat ion will be a direct

10     sales force.

11 Q.  And what  do you know by a direct  sales

12     force?

13 A.  Meaning - -

14 Q.  Can you describe that?

15 A.  Meaning we will not  use dist r ibutors or

16     other third-part ies to - -  to sell our

17     product .

18 Q.  And how would the - -  what 's the concept  of

19     how the direct  sales force would go about

20     selling the product?

21 A.  I t  would be - -  it  would be direct  from  - -  I

22     m ean, it  would be direct  to the

23     intervent ional pulm onologists.  I t  would be

24     direct  point -of-contact  with the

25     intervent ional pulm onologists.



Deposit ion of Dr . Dennis W ahr -  7 / 2 / 2 0 1 5
Boston Scient if ic Corporat ion and Asthm atx , I nc., e t  a l. v. Hola ira , I nc.

6 1 2 .3 3 8 .3 3 7 6
Benchm ark Report ing Agency

Page 61

1 Q.  You m ent ioned that  that 's a few years out .

2              Do you have an est im ate as to how

3     far out  that  is?

4 A.  The - -  the - -

5 Q.  I  should have asked a m ore clear quest ion.

6              

7     

8     

9

10     

11     

12     

13     

14     

15     

16 Q.  You m ent ioned that  t raining - -

17 A.  Yes.

18 Q.  - -  will be required to be able to use this

19     product?

20 A.  Yes.

21 Q.  What  - -  can you describe for m e what  that

22     t raining is?

23 A.  Yes, the - -  the t raining program , it  isn't

24     j ust  a t raining program  for a com m ercial

25     product .  The t raining program  is also a
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1     requirem ent  even to just  be doing our

2     clinical t r ials at  this point  in t im e, you

3     know, where we - -  anybody who's going to be

4     an invest igator for us has to go through the

5     form alized t raining program , which consists

6     of both didact ic, where it 's slide

7     presentat ions, you know, to inst ruct  them  in

8     every aspect  of how to use both the console

9     and the device itself, you know, how to run

10     them , how to posit ion them .

11              But  there's also a - -  you know, so,

12     there's a m echanical part  to it ,  but  there's

13     also an educat ion about  pat ient  select ion,

14     you know, ent ry cr iter ia, you know, for

15     pat ients and also how the pat ients are

16     followed up afterwards.  So, it 's a

17     com prehensive, you know, all - -  all parts of

18     it .

19              And in addit ion to the didact ic

20     presentat ions, there's also a hands-on

21     t raining process, where - -  where they use

22     the device on a m annequin, as well as on a

23     hum an cadaver, in a cadaver lab.

24 Q.  And who provides this t raining to

25     physicians?



Deposit ion of Dr . Dennis W ahr -  7 / 2 / 2 0 1 5
Boston Scient if ic Corporat ion and Asthm atx , I nc., e t  a l. v. Hola ira , I nc.

6 1 2 .3 3 8 .3 3 7 6
Benchm ark Report ing Agency

Page 63

1 A.  The com pany.  We do, the com pany.  You know,

2     our - -  our technical team .

3 Q.  Com pany em ployees?

4 A.  Com pany em ployees, yeah.

5 Q.  I s there any support  provided by com pany

6     em ployees at  actual pat ient  cases?

7 A.  Yes.  After - -  after com plet ing the t raining

8     program , there is com pany support  at  all of

9     the clinical cases, 100 percent  of them , and

10     when - -  and we ant icipate that  that  will go

11     on throughout  the ent ire clinical program ,

12     and the term  they use for this is

13     proctor ing, you know, in the m edical world;

14     and there will be a requirem ent  that  com es

15     in at  the t im e of approval by the FDA for

16     when the product  goes com m ercial will be a

17     specific designat ion for how m any cases

18     after com plet ing the t raining program  a

19     physician has to be proctored before he can

20     really be turned loose, you know, to just  do

21     these cases in an unsupervised fashion.

22              And where that  num ber is going to

23     be for the num ber of required proctored

24     cases, isn't  set t led yet .  I  m ean we'll

25     learn m ore about  that  as - -  as we go through
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1     the whole clinical program , but  I  would

2     expect  it  will probably be in the

3     three- to- five-case range.

4 Q.  How - -  how, if at  all,  are pat ients targeted

5     for Holaira m arket ing?

6 A.  We don't  do any - -  any - -  any m arket ing to

7     pat ients, you know, at  this point .  Pat ients

8     have the potent ial to becom e aware of us,

9     you know, by finding - -  you know, by

10     discovering it ,  you know, by reading

11     journals or going on the Website or things

12     like that , but  we don't  act ively do any

13     m arket ing to pat ients.

14 Q.  What  is the - -  does the com pany have a sense

15     as to what  the pr ice-point  for the Holaira

16     System  will be once it 's com m ercially

17     available?

18 A.  Well, it  will be - -  there's two com ponents

19     to it .   There would be the catheter, you

20     know, the dNerva catheter, will have - -

21     which is a disposable, one- t im e use, and

22     will have one price;  and then the console,

23     which can be used repeatedly, you know, on

24     m any cases, will be another.

25              So, there will be two purchased
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1     things;  the console and the catheter.  

2     

3     

4     

5     

6     

7 Q.  Are you fam iliar - -  in your t im e as an

8     intervent ional cardiologist , and as well as

9     based on your experience selling Class 3

10     m edical devices, are you fam iliar with the

11     process for purchasing Class 3 m edical

12     devices?

13 A.  I n hospitals?

14 Q.  Correct .

15 A.  Yes.

16 Q.  What  - -  who m akes the decision to purchase a

17     Class 3 m edical device?

18 A.  Hospitals have what 's called a purchasing

19     departm ent , and the purchasing departm ent  is

20     really the one that  - -  they issue the

21     checks.  I  m ean, that 's where - -  that 's the

22     key thing you got  to get  past , and they have

23     form alized processes for how they m ake the

24     decisions.

25              And, in general, the process starts
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1     when a physician tells the purchasing

2     departm ent  that  there's a new product , or in

3     som e cases, the product 's been around, but

4     j ust  hasn't  been there on - -  you know,

5     available before, a physician m akes a

6     request  that  they would like to have a

7     product , you know, put  in the inventory or

8     on the shelf, so to speak, at  the hospital.

9              And then when that  happens, a

10     process starts in the purchasing departm ent ,

11     where - -  where it 's basically an applicat ion

12     process where you have to educate the

13     purchasing departm ent  about  what  it  is, what

14     it s m erits are, you know, what  its potent ial

15     benefits are, you know, to the pat ient .

16              I t 's usually init iated by - -  it  can

17     be init iated by any one of the physician,

18     you know, specialt ies in the hospital.

19     Generally purchasing departm ents then

20     consider other things.  They m ight  - -  they

21     m ight  ask for feedback from  other

22     specialt ies that  would know about  this.

23     They - -  they would - -  they m ay look for

24     m edical society recom m endat ions.  They

25     would - -  they also would look very carefully
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1     about  whether there's reim bursem ent

2     available.

3              Som et im es hospitals will decide

4     this is a great  product , but  because no

5     reim bursem ent  is available from  the

6     insurance com panies, they st ill won't  put  it

7     on the shelf.  You know - -  you know, and

8     that 's when it  som et im es com es into

9     conflict , you know, hospital - -  I  m ean,

10     physicians versus hospitals that  - -  you

11     know, if the physicians want  it ,  and the

12     hospital doesn't  want  to buy it ,  those are

13     interest ing discussions, but  it 's a pret ty

14     involved process.

15 Q.  And why does the direct  sales force - -  or

16     why is the intent  for the direct  sales force

17     at  Holaira to work direct ly with

18     intervent ional pulm onologists as opposed to

19     the purchasing departm ent?

20 A.  I t 's both a com binat ion of the com plexity of

21     the product , plus the cost , and - -  and

22     that 's too m uch to really rely on a

23     dist r ibutor for.

24              You know, dist r ibutors are

25     really - -  in m y experience, do best  with
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1     com m odity- type products, you know, that

2     don't  require educat ion.  You know, like for

3     exam ple, if you had a - -  there's 30

4     different  hip prostheses out  on the m arket ,

5     and they're very - -  and in m any cases very

6     hard to different iate one from  another.  You

7     know, a com pany m ight  give a dist r ibutor,

8     here's our hip prostheses, go out  there and

9     sell it ,  and - -  because it 's not  a technical

10     sale, and if - -  but  as products get  m ore and

11     m ore sophist icated, it 's a - -  you need your

12     own highly, highly educated com pany

13     representat ive to go in there and - -  and

14     educate - -  you know, educate that  physician,

15     and then the hospital too.

16              I  m ean, you know, the com pany reps

17     get  involved in the - -  in the educat ion part

18     even working with the purchasing departm ents

19     as well.

20 Q.  And what  - -  what  role does the physician

21     have in the decision to purchase the

22     product?

23 A.  He is a - -  he m akes a recom m endat ion, but

24     his recom m endat ion is essent ial to start ing

25     the process.  I  don't  know of any situat ion
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1     where a hospital purchasing departm ent  would

2     just , on their  own, decide they want  to put

3     som ething on the shelf.  That  wouldn't

4     happen.

5 Q.  With a Class 3 m edical device, is it

6     possible for a pat ient  to purchase the

7     product?

8 A.  No.

9 Q.  Why not?

10 A.  I t  can't  be sold.  I t 's not  for sale to - -

11     to pat ients.  I t 's for sale only to - -  to

12     the hospital's purchasing departm ent  on the

13     recom m endat ion, you know, of the

14     pulm onologist .

15 Q.  How would a pat ient  who com es across the

16     Holaira nam e, once the product 's

17     com m ercially available, how would that

18     pat ient  possibly get  the t reatm ent?

19 A.  They would have to - -  they would have to

20     ident ify a hospital and physician that  - -

21     that  are approved to do the procedure and go

22     to that  m edical center.

23              MR. HANSEN:   Why don't  we go off

24     the record.  I ' ll go through m y notes and

25     see if I  have any other quest ions for you,
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1     Dr. Wahr.

2              THE WI TNESS:   Okay.

3              (Break taken.)

4              MR. HANSEN:   Dr. Wahr, I  have no

5     further quest ions for you at  this t im e.

6     Thank you.

7              Do you want  to take a break,

8     or do you want  to - -

9              MR. WALZ:   Yeah, if we can take a

10     break, and I  can just  kind of get  som e docs

11     ready, and then we'll com e back.

12              (Break taken.)

13                   EXAMI NATI ON

14     BY MR. WALZ:

15 Q.  Dr. Wahr, are you ready?

16 A.  Yes.

17 Q.  Okay.

18              MR. WALZ:   I ' ll j ust  have you m ark

19     this first .

20              (Exhibit  Num ber 3 was m arked.)

21     BY MR. WALZ:

22 Q.  So, Dr. Wahr, you've been handed what 's been

23     m arked as Deposit ion Exhibit  Num ber 3.  This

24     was a docum ent  produced by Holaira.

25              Do you recognize that  docum ent?
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1 A.  Yes.

2 Q.  And if we turn to page - -  well,  it 's

3     Bate-num bered 1392?

4 A.  Yes.

5 Q.  At  the bot tom  there, there's - -  next  to

6     signature, Dennis W. Wahr;  is that  correct?

7 A.  Yes.

8 Q.  And that  is your signature?

9 A.  Yes.

10 Q.  And - -

11 A.  Well, I  don't  see a signature, but  it 's m y

12     nam e typed.

13 Q.  That 's an elect ronic signature, correct?

14 A.  Oh, okay.  All r ight .

15 Q.  And you signed this applicat ion, correct?

16 A.  I  - -  I  probably did, yes.  I t 's three years

17     ago.

18 Q.  So, it 's possible that  som eone else signed

19     this applicat ion?

20 A.  No, I  just  don't  see m y signature on here.

21              MR. HANSEN:   Object ion to the form .

22              THE WI TNESS:   No.  Yeah, so, you

23     know, I  m ean I 'm  taking your word for it

24     that  som ebody printed this up with num bers.

25     BY MR. WALZ:



Deposit ion of Dr . Dennis W ahr -  7 / 2 / 2 0 1 5
Boston Scient if ic Corporat ion and Asthm atx , I nc., e t  a l. v. Hola ira , I nc.

6 1 2 .3 3 8 .3 3 7 6
Benchm ark Report ing Agency

Page 72

1 Q.  Right .  And you reviewed this applicat ion

2     before you signed it ,  correct?

3 A.  Yes.

4 Q.  And you understood what  you were applying

5     for when you sign the applicat ion, correct?

6 A.  Yes.

7 Q.  And all the inform at ion in this applicat ion

8     was correct  as of Decem ber 19th, 2012 when

9     the applicat ion was signed, correct?

10 A.  I  haven't  - -  it 's been a long t im e since

11     I 've read it ,  but  I  assum e it  was.

12 Q.  So, if we look at  the - -  let 's see here, if

13     we look at  the page Bate-num bered 1391?

14 A.  Yes.

15 Q.  You will see, next  to I nternat ional Class

16     10, there's a descript ion that  reads:

17     Medical devices, m edical apparatus and

18     inst rum ents?

19 A.  Yes.

20 Q.  Now, that  ident ificat ion was at  som e point

21     am ended;  is that  correct?

22 A.  I  don't  know if we am ended this or not .  I

23     don't  know the answer to that .

24 Q.  Okay.

25 A.  I  don't  understand your quest ion.
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1              (Exhibit  Num ber 4 was m arked.)

2     BY MR. WALZ:

3 Q.  So, you've been handed what 's been m arked as

4     Deposit ion Exhibit  Num ber 4.  This is a

5     pr intout  from  the United States Patent  and

6     Tradem ark Office test  database, and next  to

7     the Goods and Services heading, there's a

8     descript ion that  reads:   Medical devices for

9     t reat ing obst ruct ive lung diseases;  m edical

10     apparatus and inst rum ents for t reat ing

11     obst ruct ive lung diseases.

12              Do you see that?

13 A.  Yes.

14 Q.  And that 's different  from  the descript ion we

15     saw on Exhibit  3, correct?

16 A.  I n that  paragraph that  starts,

17     " I nternat ional Class; "  you're referr ing to?

18 Q.  Correct , on Exhibit  Num ber 3.

19 A.  Well, it 's - -  I  m ean, the wording is

20     slight ly different , but  it 's saying the sam e

21     thing.  I  m ean, it 's - -  it 's a device for

22     t reat ing obst ruct ive - -  it 's a m edical

23     apparatus and inst rum ent .  The one - -  the

24     one on the r ight  is - -  looks like it 's m ore

25     detailed.
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1 Q.  And when you say " the r ight ,"  you're

2     referr ing to Exhibit  Num ber 4, correct?

3 A.  Right .

4 Q.  And looking at  Exhibit  Num ber 4, does that

5     descript ion accurately reflect  the device

6     that  will be used in connect ion with the

7     Holaira m ark?

8 A.  Yes, this is appropriate.

9 Q.  Okay.  And you have no intent ion of further

10     am ending or clar ifying the ident ificat ion

11     descript ion that  you see in Exhibit

12     Num ber 4, correct?

13 A.  Not  at  this point  in t im e.

14 Q.  Okay.  And just  for a purpose of clar ity, I

15     think when you were discussing before the

16     difference between dNerva - -  the m ark

17     dNerva - -

18 A.  Yes.

19 Q.  - -  and the Holaira m ark, you m ent ioned that

20     dNerva will be used as the product  nam e, but

21     that  Holaira is going to be the com pany

22     nam e?

23 A.  Holaira - -  Holaira is the com pany nam e.  The

24     system , you know, the whole system  that

25     consists of the console, you know, and the
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1     catheter, we call the Holaira Lung

2     Denervat ion System .

3 Q.  Okay.

4 A.  But  the catheter, the catheter that 's

5     disposable, the part  that  goes through the

6     bronchoscope, is the dNerva catheter.

7 Q.  I  see, okay.

8              (Exhibit  num ber 5 was m arked.)

9     BY MR. WALZ:

10 Q.  So, you have been handed what 's been m arked

11     as Deposit ion Exhibit  Num ber 5.

12              Do you recognize this docum ent?

13 A.  Yes.

14              MR. HANSEN:   I ' ll j ust  object  it 's

15     outside the scope of the direct  exam inat ion.

16              MR. WALZ:   We'll br ing it  within

17     the scope.

18              THE WI TNESS:   Yes.

19     BY MR. WALZ:

20 Q.  You do recognize it?  Okay.

21              And if we flip to the second to the

22     last  page again at  the bot tom , we see next

23     to signature, Dennis Wahr?

24 A.  Yes.

25 Q.  That  is your signature?
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1 A.  Yes.

2 Q.  And you did sign this applicat ion as well?

3 A.  Yes.

4 Q.  Okay.  And then if we look on the third page

5     from  the end, next  to Class 10, we see

6     m edical devices, m edical apparatus and

7     inst rum ents, correct?

8 A.  Yes.

9              (Exhibit  Num ber 6 was m arked.)

10     BY MR. WALZ:

11 Q.  So, you have been handed what 's been m arked

12     as Deposit ion Exhibit  Num ber 6.  This is a

13     pr intout  from  the United States Patent  and

14     Tradem ark Office test  database.  I t 's for

15     the dNerva m ark, and, again, next  to the

16     heading Goods and Services, we see m edical

17     devices for t reat ing obst ruct ive lung

18     diseases;  m edical apparatus and inst rum ents

19     for t reat ing obst ruct ive lung diseases?

20 A.  Yes.

21              MR. HANSEN:   Object ion, outside of

22     the scope of the direct  exam inat ion.

23     BY MR. WALZ:

24 Q.  And sim ilar to the Holaira m ark we saw

25     before, com paring the Exhibit  6 to
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1     Exhibit  5, the descript ion was am ended,

2     correct , to what  appears on Exhibit  6?

3              MR. HANSEN:   Sam e object ion.

4              You can answer.

5              THE WI TNESS:   Okay.  The words on

6     the - -  on the Exhibit  6 are - -  are slight ly

7     different  than here, but , again, it  appears

8     like they're saying the sam e thing.

9     BY MR. WALZ:

10 Q.  And if we com pare Exhibit  6 with, I

11     believe - -  what  was the Holaira - -  I  can't

12     rem em ber the num ber - -  test  page?  So, is

13     that  Exhibit  4?

14 A.  4.

15 Q.  So, if we com pare what 's in Exhibit  - -  the

16     ident ificat ion in Exhibit  6 with the

17     ident ificat ion of the goods descript ion in

18     Exhibit  4, those descript ions are the sam e?

19 A.  They look the sam e.

20              MR. HANSEN:   Sam e object ion.

21     BY MR. WALZ:

22 Q.  Okay.  And if you look at  Exhibit  1 - -

23              MR. HANSEN:   Do you m ean Exhibit  3,

24     Brad?

25              MR. WALZ:   I 'm  sorry, Exhibit  3.
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1     BY MR. WALZ:

2 Q.  I f we look at  the page that 's num bered 1391,

3     underneath that  I nternat ional Class 10,

4     there's an I ntent  to Use, and it  says:   The

5     applicant  has a bona fide intent ion to use

6     the - -  or use through an applicant 's related

7     com pany or licensee the m ark in com m erce or

8     in connect ion with the ident ified - -  on or

9     in connect ion with the ident ified goods or

10     services.

11              Do you see that?

12 A.  Yes.

13 Q.  And at  the t im e you signed this applicat ion,

14     you had the present  intent  to use the

15     Holaira m ark in connect ion with a m edical

16     device for t reat ing obst ruct ive lung

17     diseases, m edical apparatus and inst rum ents

18     for t reat ing obst ruct ive lung diseases,

19     correct?

20 A.  Yes, after going through all the appropriate

21     regulatory approvals.

22 Q.  Right .

23 A.  Yeah.

24 Q.  And after - -  if we look at  Exhibit  5, that 's

25     the dNerva applicat ion, looking on page - -
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1     page 4, under that  I nternat ional Class 10,

2     we have that  sam e " intent  to use" language?

3              MR. HANSEN:   Object , outside the

4     scope.

5              You can answer.

6              THE WI TNESS:   Yes.

7     BY MR. WALZ:

8 Q.  And the dNerva applicat ion was filed, if we

9     look at  the second to the last  page - -  or

10     was signed, I  should say, on April 25th,

11     2013, correct?

12 A.  Yes.

13 Q.  And then if we look at  Exhibit  6, and we

14     look at  the filing date, it  was actually

15     filed the sam e day as well,  correct?

16 A.  Yes.

17 Q.  And that 's approxim ately four m onths after

18     the Holaira applicat ion, which is Exhibit  3,

19     was signed by you, correct?

20 A.  Yes.

21 Q.  So, m y quest ion is:   How could you have a

22     bona fide intent  to use the Holaira m ark if

23     four m onths later you filed an applicat ion

24     for the dNerva m ark with the exact

25     ident ificat ion of goods descript ions?
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1 A.  Well, the - -  we decided that  we wanted a

2     dist inct  nam e for - -  for the actual catheter

3     it self versus the system , and so, we wanted

4     one m ore - -  we wanted a different  - -  it 's

5     different  parts of - -  it 's a specific part

6     of the bigger system .

7              You know, the system  is the Holaira

8     Lung Denervat ion System , but  the disposable

9     product  is its own ent ity.  I t 's different .

10 Q.  So, is the dNerva applicat ion, the I D in

11     that  dNerva applicat ion, m isdescript ive of

12     the goods that  will actually be used in

13     connect ion with the m ark?

14              MR. HANSEN:   Object  to form  and

15     outside the scope.

16     BY MR. WALZ:

17 Q.  I  guess I 'm  t rying to find out  if one of

18     these applicat ions is m isdescript ive of - -

19     of what  you intend to use the m ark for?

20 A.  Well, the - -  the descript ion is general.  I

21     m ean, they both apply.  I  m ean, it 's

22     accurate for both.  I t 's a correct

23     designat ion for both - -  both m arks.

24 Q.  But  you said dNerva would be used in

25     connect ion with the disposable catheter, not
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1     a m edical device for t reat ing obst ruct ive

2     lung diseases?

3 A.  Well - -

4              MR. HANSEN:   Object  to the form .

5              THE WI TNESS:   Well, the catheter is

6     part  of the system .  So, it  would be used in

7     the sam e way, and you're confusing m e.  I 'm

8     not  sure where you're going with that .

9     BY MR. WALZ:

10 Q.  That 's okay.  We can m ove on.

11 A.  Okay.

12 Q.  So, the Holaira device can be used to t reat

13     chronic asthm a, correct?

14 A.  I n theory, if we - -  if we chose to go that

15     way, in theory, it  could, yes.  I t  would be

16     a com pletely new clinical developm ent

17     program .

18 Q.  And that  is an area that  you're thinking of

19     expanding into, correct?

20 A.  Not  r ight  now.

21 Q.  But  it  is som ething that  you have - -

22 A.  I t 's theoret ically possible that  we could

23     m ake that  decision at  som e point  in the

24     future.

25 Q.  Right .  But  you've prom oted that  to
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1     potent ial investors and - -  and ident ified it

2     as a potent ial area?

3 A.  Yes.

4 Q.  And you m arket  - -  as you test ified, you

5     m arket  the device to physicians, r ight ,

6     intervent ional pulm onologists?

7 A.  I ntervent ional pulm onologists.

8 Q.  Okay.  And you're m arket ing that  as a

9     t reatm ent  for COPD, correct?

10 A.  Correct .

11 Q.  And that  term  is understood as an um brella

12     term , r ight?

13 A.  COPD, yes.

14 Q.  And so, under that  um brella, would include a

15     condit ion such as chronic asthm a, correct?

16 A.  No.  COPD is generally - -  is generally felt

17     to have two m ajor com ponents.  One would be

18     em physem a, and the other would be chronic

19     bronchit is.

20              Asthm a is a - -  is felt  to be a

21     dist inct  different  disease process.  We - -

22     we do not  believe that  - -  we certainly

23     believe that  asthm a does not  fall under our

24     label indicat ions.

25              MR. WALZ:   Okay.  Would you m ark
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1     that  as 7, I  believe.

2              (Exhibit  Num ber 7 was m arked.)

3     BY MR. WALZ:

4 Q.  So, you've been handed what 's been m arked as

5     Deposit ion Exhibit  Num ber 7.  I t  is a

6     pr intout  from  the

7     m edical-dict ionary.thefreedict ionary.com .

8     These are definit ions concerning COPD.

9              I f you turn to page 5, and I  guess

10     it  flows over into page 6, and if you look

11     at  page 6 first , this is - -  well,  the

12     definit ion that  begins on page 5 for COPD

13     that  turns over - -  or spills over onto page

14     6 at  the bot tom , this is a definit ion from

15     McGraw-Hill Concise Dict ionary of Modern

16     Medicine.

17              Do you see that  at  the bot tom ?

18 A.  Yes.

19              MR. HANSEN:   I ' ll object  to the

20     docum ent  as containing hearsay.

21     BY MR. WALZ:

22 Q.  So, if you turn to the first  page - -  or on

23     page 5, that  final dict ionary definit ion for

24     COPD states:   Chronic Obst ruct ive Pulm onary

25     Disease, Pulm onology, an um brella term  for a
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1     group of usually progressive lung disorders

2     with overlapping signs and sym ptom s,

3     including asthm a.

4              Do you see that?

5              MR. HANSEN:   Object , hearsay,

6     foundat ion.

7              THE WI TNESS:   I 'm  not  sure what

8     page - -  I  can't  seem  to find the page you're

9     on.

10     BY MR. WALZ:

11 Q.  So, at  the top of each page, there are page

12     num bers;  do you see that?

13 A.  Oh, okay.  What  page?

14 Q.  Page 5, and that  definit ion begins at  the

15     bot tom  and spills over.

16              So, I  was saying, do you see on

17     page 5, that  last  definit ion of COPD?

18 A.  Yes.

19              MR. HANSEN:   Sam e object ions.

20     BY MR. WALZ:

21 Q.  And it  says:   Chronic Obst ruct ive Pulm onary

22     Disease, Pulm onology, an um brella term  for a

23     group of usually progressive lung disorders

24     with overlapping signs and sym ptom s,

25     including asthm a?
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1              MR. HANSEN:   Sam e object ion.

2     BY MR. WALZ:

3 Q.  Do you see that?

4 A.  Yes.

5 Q.  Okay.  And then if we turn to page 6, we see

6     another definit ion of COPD at  the bot tom .

7     This is from  the Gale Encyclopedia of

8     Medicine, and it  says:   A term  used to

9     describe chronic lung diseases, like chronic

10     bronchit is, em physem a and asthm a?

11              MR. HANSEN:   Sam e object ions.

12     BY MR. WALZ:

13 Q.  Do you see that?

14 A.  Yes.

15 Q.  Do you have any reason to dispute these

16     definit ions?

17 A.  I  think that  our - -  our definit ion of

18     Chronic Obst ruct ive Pulm onary Disease is

19     what  we - -  our indicat ions on our labelling

20     indicat ion are for chronic bronchit is and

21     em physem a.  Asthm a is excluded.  We don't

22     t reat  asthm a.

23 Q.  Okay.  But  a doctor would understand, or a

24     physician would understand, the term  "COPD"

25     according to these m edical dict ionary
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1     definit ions to include asthm a?

2              MR. HANSEN:   Object ion, form ,

3     foundat ion and hearsay.

4              THE WI TNESS:   No, I  don't  agree.

5     BY MR. WALZ:

6 Q.  But  the Holaira System  will com pete with the

7     Alair  System ;  is that  correct?

8 A.  No, it  will not .

9 Q.  You said though that  the Holaira System

10     could possibly t reat  asthm a?

11 A.  We have no clinical developm ent  program  for

12     asthm a, and every pulm onologist , as well as

13     intervent ional pulm onologist , sees them  as

14     dist inct ly different  diseases, and the only

15     way we could t reat  asthm a would be if we

16     started over from  scratch with a com pletely

17     new Phase 1, you know, feasibilit y study in

18     asthm a pat ients, which, at  this point , there

19     has been nothing init iated to start  such a

20     program .  I t  would be unaffordable for us to

21     do that .

22 Q.  To start  - -

23 A.  An asthm a program .

24 Q.  - -  an asthm a program ?

25 A.  Yes.
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1 Q.  But  you are m arket ing that  to your investors

2     as a potent ial area of growth, correct?

3 A.  I f - -  in the future, if a new - -  if a new - -

4     if another com pany were to buy Holaira, they

5     could m ake a decision to start  an asthm a

6     program  in theory, but  understand that  it

7     would be going all the way back to the

8     start ing point  and start ing at  point  0 in

9     term s of that , and - -  and the earliest

10     com m ercializat ion date for us to have a

11     label indicat ion for asthm a, if som ebody

12     wanted to start  that  today, m ight  be 2025.

13              I  m ean, it 's way out  there, and it

14     would be another $100 m illion developm ent

15     program , which has not  started at  this

16     point .

17              (Exhibit  Num ber 8 was m arked.)

18     BY MR. WALZ:

19 Q.  Showing you what 's been m arked as Deposit ion

20     Exhibit  Num ber 8.

21              Do you recognize this docum ent?

22 A.  Yes, yes.

23 Q.  And what  is this?

24 A.  This is a presentat ion that  I  gave at  the

25     Piper Jaffray Healthcare Conference.



Deposit ion of Dr . Dennis W ahr -  7 / 2 / 2 0 1 5
Boston Scient if ic Corporat ion and Asthm atx , I nc., e t  a l. v. Hola ira , I nc.

6 1 2 .3 3 8 .3 3 7 6
Benchm ark Report ing Agency

Page 88

1 Q.  So, if you turn to page 2, in the heading,

2     it  says:   Holaira, Treatm ent  For COPD and

3     Asthm a, r ight?

4 A.  Yes, yes.

5 Q.  Okay.  And if we look at  page 11, it 's

6     Bate-num bered 12 - -

7 A.  Yes.

8 Q.  - -  we see a - -  a chart  of revenue

9     project ions, and then at  the bot tom  of that

10     chart , there's a box?

11 A.  Yes.

12 Q.  And it  says:   COPD and asthm a indicat ion

13     split  70/ 30 in 2022?

14 A.  Yes.

15 Q.  And then if we turn to page 12,

16     Bates-num bered 13, and again we see at  the

17     top in the heading, this is a com pet it ive

18     landscape, and in the chart , there is, in

19     the second box below com pany product ,

20     Holaira, and then if we go to the r ight

21     under COPD, there's a checkm ark;  under

22     asthm a, there's a checkm ark;  and under

23     em physem a, there's a checkm ark.

24              Do those checkm arks indicate that

25     the Holaira device can be used - -
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1 A.  Yes.

2 Q.  - -  to t reat  these condit ions?

3 A.  Yes, it  could, yes.

4 Q.  And then if we m ove below the Holaira box,

5     there's an ent ry for BSC that  says, form erly

6     Asthm atx/ Alair ;  and under that , we see a

7     checkm ark in asthm a?

8 A.  Yes.

9 Q.  And that  indicates that  the Alair  System  is

10     used to t reat  asthm a, correct?

11 A.  Yes.

12 Q.  And Boston Scient ific is ident ified on a

13     chart  where you've labeled it  com pet it ive

14     landscape as a com pet itor, correct?

15 A.  Yes.

16 Q.  And if we turn to the very last  page - -  I 'm

17     sorry, page 17, Bates- labelled 18, we see a

18     slide labeled - -  t it led:   Series D Financing

19     Highlights - -  I 'm  sorry, are you there?

20 A.  Yeah, I  know it .   Go ahead.

21 Q.  And underneath the bullet  point , Milestones

22     Through 2016, there's a subpoint  for asthm a

23     as part  of the clinical heading?

24 A.  Yes.

25 Q.  And that  there's six m onths of data from  the
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1     asthm a feasibilit y study.

2              Does this m ean that  you've already

3     started a feasibilit y study for the use - -

4     use of the Holaira device to t reat  asthm a?

5 A.  No, this was - -  this was a slide done,

6     because at  the t im e we were raising our

7     $40 m illion, we did not  have an asthm a

8     program .  We wanted to leave open the

9     possibilit y that  if one of our investors - -

10     if our lead investor wanted us to start  one,

11     that 's when this could be available, but , in

12     fact , when we closed the $40 m illion

13     financing, our new investors did not  want  to

14     do an asthm a program .

15              So, therefore, this has com pletely

16     dropped off the radar screen, if that  m akes

17     sense to you.

18 Q.  Yep.

19 A.  So, our clinical program  is em physem a and

20     chronic bronchit is.

21 Q.  Let 's talk a lit t le bit  about  targeted lung

22     denervat ion.

23              So, I  think, as you test ified

24     before, targeted lung denervat ion, TLD, is

25     the generic nam e that  you have created for
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1     your procedure, correct?

2 A.  Yes.

3 Q.  And that 's sim ilar to what , you know,

4     Boston Scient ific had done with bronchial

5     therm oplasty?

6 A.  Exact ly.

7 Q.  And TLD is a procedure that  will require a

8     pat ient 's inform ed consent , r ight?

9 A.  Yes.

10 Q.  And with respect  to the inform ed consent

11     obligat ions, one of the things that  will

12     have to be discussed is the nature of the

13     procedure, correct?

14 A.  Yes.

15 Q.  So, as you described before, the use of a

16     bronchoscope, the use of a catheter to place

17     a energy em it ter within the m ain bronchi,

18     and then the adm inist rat ion of energy in

19     that  m ain bronchi, correct?

20 A.  Correct .

21 Q.  And there will have to be a discussion with

22     the pat ient  that  the Holaira device will be

23     used as part  of that  TLD t reatm ent?

24 A.  Absolutely.

25 Q.  And in discussing the nature of the
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1     procedure, you'll also have to explain to

2     the pat ient  - -  or the doctor will,  I  should

3     say, that , as you described, the t reatm ent

4     is intended to denervate the nerves, that  it

5     will not  have - -  it 's not  intended to avoid

6     any of the sm ooth m uscle of the bronchi,

7     correct?

8 A.  Yes.

9 Q.  And, in fact , there is no effect  to the

10     sm ooth m uscle through targeted lung

11     denervat ion, correct?

12 A.  That  - -  that 's what  we believe, yeah.

13 Q.  So, then you will have to discuss the r isk

14     and benefits with - -  or the physician will,

15     with respect  to TLD, and you'll also have to

16     discuss any alternat ives, correct?

17 A.  Yes, yes.

18 Q.  And an alternat ive would be bronchial

19     therm oplasty?

20 A.  For what  we do?  No, bronchial therm oplasty

21     is not  indicated for COPD - -  I  m ean, for

22     chronic bronchit is or em physem a.

23 Q.  But  that  - -  so, bronchial therm oplasty,

24     though, has an effect  on the sm ooth m uscle

25     t issue?
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1 A.  Yes.

2 Q.  And - -

3 A.  That 's what  they say, yes.

4 Q.  And we talked about  how COPD is an um brella

5     term , and that  chronic asthm a is underneath

6     that  um brella?

7 A.  You - -  you've com pletely m anufactured that .

8     No intervent ional pulm onologist  buckets

9     asthm a with em physem a or chronic bronchit is.

10     Those are - -  the two things that  we t reat

11     are com pletely different  from  asthm a period.

12     That 's why we have them  in the three

13     colum ns.  Boston cannot  - -  is not  an label

14     to t reat  chronic bronchit is or em physem a.

15 Q.  But  there are variat ions to asthm a, isn't

16     there?  You can have acute asthm a?

17 A.  There - -  there is a classificat ion of

18     asthm a, where - -  where, in the severest

19     form , som e of the pulm onologists will say

20     that  it  starts to look like COPD, but  - -  but

21     those are not  - -  those pat ients are not

22     included in our protocol or will be

23     on- label.

24 Q.  So, a pat ient  - -

25 A.  They're different .
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1 Q.  But  a pat ient  with chronic asthm a, though,

2     if they were to talk to a physician about

3     TLD, a physician would have to have a

4     discussion at  least  about  what  t reatm ent  is

5     available for asthm a, correct?

6 A.  No, because there's - -

7              MR. HANSEN:   Object  to form .

8              THE WI TNESS:   - -  there's no label

9     indicat ion for what  we do.

10     BY MR. WALZ:

11 Q.  I s there ever any operable use?

12 A.  Huh?

13 Q.  Does operable use happen at  all?

14 A.  I t  never - -  it  never happens with a

15     non-com m ercially-approved product .  

16     

17     

18 Q.  Oh, r ight , obviously.  We're not  - -  yeah,

19     r ight , I  guess, yeah, to br ing - -

20 A.  I  m ean, if they want  to go to jail,  they can

21     do that  if they want .

22 Q.  Yeah, we're talking about  a product  that  is

23     not  yet  com m ercialized, r ight?

24 A.  Right .

25 Q.  We're talking about  an intent  to use
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1     t radem ark applicat ion.

2              So, just  so I  understand, as part

3     of a - -  of a doctor 's inform ed consent

4     obligat ion, you're saying that  a pat ient

5     that  they're advising with respect  - -  that

6     has chronic asthm a would not  have to be told

7     that , in addit ion to targeted lung

8     denervat ion, which could be used to t reat

9     their  condit ion, there's a separate

10     procedure called bronchial therm oplasty,

11     which could be an alternat ive to targeted

12     lung denervat ion?

13              MR. HANSEN:   Object  to the form ,

14     lack of foundat ion.

15              THE WI TNESS:   Absolutely not .

16     You're really m ixed up on this.  You know,

17     the - -  an asthm a pat ient  under any

18     circum stances, no doctor in the world would

19     tell an asthm a - -  would tell an asthm a

20     pat ient  that  TLD is an alternat ive therapy

21     for what  they have.

22              TLD at  this point  is an

23     experim ental therapy only being tested in

24     chronic bronchit is and em physem a that , 

25      they will get  an approval, and
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1     there's nothing even in the works.

2              They would have absolutely no

3     obligat ion to tell a pat ient  that .

4     BY MR. WALZ:

5 Q.  Okay.

6 A.  And even if they did, it  would be totally

7     unavailable.

8 Q.  Okay.  So, what  - -  yeah, I  guess, again,

9     we're talking - -  again, you're not  using the

10     m ark - -  the device - -  so, I 'm  not  talking

11     about  - -  we need to think about  in term s of

12     when your product  is actually available and

13     gets approval, 

14 A.  Right .

15 Q.  So, when you're both in the m arket  - -

16 A.  

17 Q.    So, the two t reatm ents are now

18     actually available.

19              TLD is available to persons?

20 A.  For asthm a - -  I  m ean, excuse m e, TLD for

21     chronic bronchit is and em physem a, r ight?

22 Q.  COPD, r ight?

23 A.  No.

24 Q.  That 's - -

25 A.  No, if you are choosing to arbit rar ily use
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1     COPD as this higher bucket , like your thing

2     says, then - -  then it 's an inappropriate

3     um brella, because we are only going to be

4     approved for em physem a and chronic

5     bronchit is.

6              (Exhibit  Num ber 9 was m arked.)

7     BY MR. WALZ:

8 Q.  Handing you what 's been m arked as Deposit ion

9     Exhibit  9.

10              I f you turn to the second page?

11 A.  Yep.

12 Q.  This is - -  it 's t it led:   Six Degrees

13     Confident ial Backgrounder.

14              Do you recognize this docum ent?

15 A.  What 's the date of this one?  October 12.

16     Yeah, this one would have been created about

17     a week after I  started, but  I  recognize a

18     lot  of the things in here.  I 'm  not  sure

19     I 've seen this before, but  go ahead.

20 Q.  Okay.  So, if we look at  just  even the

21     execut ive sum m ary, and this was - -  let  m e

22     back up.

23              I  m ean, the intent  of this docum ent

24     was to educate Six Degrees, who was your

25     m arket ing firm  that  was retained to help you
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1     with the nam ing process, r ight  - -

2 A.  Yes.

3 Q.  - -  to understand your com pany?

4 A.  Yes.

5 Q.  Okay.  So, in the execut ive sum m ary, there,

6     it  says that :   I PS is a system  - -  the m ain

7     object ive of the I PS System  is the

8     developm ent  of a com m ercial product  to

9     enable a new therapeut ic procedure, TLD,

10     which will im prove respiratory funct ion for

11     m oderate to severe COPD pat ients?

12 A.  Yes.

13 Q.  And it  doesn't  say chronic bronchit is or

14     em physem a, correct?

15 A.  You know - -

16              MR. HANSEN:   Feel free to review

17     the ent ire docum ent  before you answer

18     quest ions about  it .

19              THE WI TNESS:   Yeah, I  think you're

20     taking this out  of context .  Our COPD

21     definit ion that  we use throughout  the ent ire

22     com pany is COPD is chronic bronchit is and

23     em physem a.  I t  is not  asthm a.  Our clinical

24     program s, you know, m ake it  clear that

25     asthm a is not  included.
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1              But , by the way, could our device

2     eventually at  som e point  be used to t reat

3     asthm a?  The answer is yes, and I 've said

4     that  already, but  we're not  developing it

5     for that .  So, that 's the answer to your

6     quest ion.

7              You know, so - -

8     BY MR. WALZ:

9 Q.  Okay.

10 A.  - -  I  m ean, you're arguing over the sem ant ics

11     of this, but  I  can prom ise you, in

12     intervent ional pulm onology, we can bring in

13     20 experts, and they all see asthm a,

14     chronic bronchit is and em physem a as three

15     com pletely different  ent it ies.

16              Now, m ost  people t radit ionally

17     would put  just  two of them  under COPD,

18     chronic bronchit is and - -  chronic bronchit is

19     and em physem a under COPD.  That 's what  you

20     see under every com m ercial on TV when you

21     see Spir iva advert ised.  And they put  asthm a

22     over here in a different  category, because

23     it s m echanism  of act ion is different , and

24     it 's a different  disease process.

25 Q.  Right .
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1 A.  And - -  and that 's - -  that 's how we use it ,

2     but  the point  is is that  I 'm  not  denying the

3     fact  that , if we ever - -  if a future owner

4     or investor or som ething wanted to start  an

5     asthm a program , our device could - -  could do

6     that , and that 's why it  appears in there.

7     I 'm  just  sim ply saying we're not  doing that

8     r ight  now.

9 Q.  Right .

10 A.  And - -  and if som ebody decided to do it ,  it

11     would be way out  there.

12 Q.  Okay.

13 A.  And I  don't  understand what  that  has to do

14     with the t radem ark anyway.

15 Q.  Yeah, this is just  - -  this is just  - -  you

16     know, in all of the docum ents I 've seen

17     produced by Holaira - -

18 A.  Yeah.

19 Q.  - -  reference is always m ade to COPD.  So,

20     that 's why I  just  wanted to get  som e

21     clar ificat ion as, you know - -  and you even

22     describe it  on your Website as an um brella

23     term ?

24 A.  Over - -

25 Q.  So - -
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1 A.  - -  over CO - -  over em physem a and chronic

2     bronchit is, yes.

3 Q.  But  as we saw in som e of those m edical

4     definit ions, you know, asthm a has been

5     included as - -  under the um brella?

6 A.  I  will go on the record though as the vast

7     m ajor ity of people in this space of the

8     experts separate asthm a under a com pletely

9     separate um brella and not  under the COPD

10     um brella.  That 's m y statem ent , but  it

11     doesn't  m at ter to this anyways.

12 Q.  That 's your opinion, r ight?

13 A.  Right , it 's m y opinion, and it 's clearly

14     the - -  the opinion of the vast  m ajority of

15     people that  this is how they would classify

16     it .

17              (Exhibit  Num ber 11 was m arked.)

18     BY MR. WALZ:

19 Q.  So, you have been handed what 's been m arked

20     as Exhibit  11.  This is an em ail from

21     Mark Laverm an to Lorraine and also yourself.

22     You are ident ified as a recipient , and this

23     em ail at tached two PowerPoint  presentat ions.

24              One is the m essaging blueprint , and

25     the second is the - -  the nam ing - -  what  is
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1     it  called?  I s it  the nam ing concept?

2              So, you previously test ified that

3     you were target ing only intervent ional

4     pulm onologists with respect  to your sales

5     efforts?

6 A.  I t  was the pr im ary target .

7 Q.  So, it 's not  the only target?

8 A.  I t 's not  the only target .

9 Q.  Okay.  What  are som e of the other targets?

10 A.  Well, if you're put t ing - -  if you wear m y

11     hat  as the CEO, m y prim ary targets are,

12     num ber one, the custom er, which is

13     intervent ional pulm onologists.  Num ber two,

14     you're - -  you're also target ing with what

15     you do the investors.  That 's cr it ical for a

16     com pany at  our stage.

17              You know, those would be - -  you

18     know, those would be the two m ost  im portant ,

19     so - -

20 Q.  Anyone else?

21 A.  Well, I  m ean, you're also - -  I  m ean, you're

22     also - -  you're also going to target  general

23     pulm onologists.  You're going to target  all

24     of the physicians, you want  to have an

25     awareness of that , and you want  to target
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1     future acquirers, you know, of the com pany,

2     you know, so, you know, you want  to put  out

3     to - -  you want  to reach out  to all of them ,

4     and you're happy to have pat ients gain

5     awareness of it  as well.

6 Q.  So, you won't  reach out  to pat ients?

7 A.  Not  direct ly, no.

8 Q.  Okay.  I f you turn to the page Bate-num bered

9     538, there's a t it le there of the report

10     called Audience - -  Audiences?

11 A.  Which page?

12 Q.  I t 's Bate-num bered 538.

13 A.  I  don't  seem  to have num bers on m ine.

14 Q.  I t 's on the r ight  - -  lower r ight .  Yeah, you

15     got  it  r ight  there.

16 A.  Oh, here we go.

17 Q.  Yep.  So, it 's t it led, Audiences;  you see

18     that  at  the top?

19 A.  Um -hm m .

20 Q.  And at  the far r ight  - -  actually, let 's back

21     up.

22              On the left , we have the m edical

23     com m unity, which you talked about , r ight ,

24     the intervent ional pulm onologists,

25     et  cetera;  the financial com m unity is to the
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1     r ight  of that  m edical com m unity box;  and

2     then at  the far r ight , we have consum ers?

3 A.  Yes.

4 Q.  So, you're - -  you're telling m e you're not

5     going to target  consum ers?

6 A.  Our - -  our m arket ing - -  our m arket ing

7     efforts r ight  now are clearly related to the

8     intervent ional pulm onologists.  I  m ean, we

9     certainly don't  want  to hide this from  the

10     pat ients.  We do no act ive m arket ing to

11     pat ients, but  eventually down the line - -

12     down the line, if you have a novel m edical

13     therapy, you wouldn't  - -  I  m ean, you're not

14     going to block that  from  happening, but

15     you're not  going to spend m oney on it .

16 Q.  You will not  spend m oney on even down the

17     road on - -

18 A.  On act ively reaching out  to the pat ients.  I

19     m ean, this will be som ething with - -  I  m ean,

20     pat ients with COPD and em physem a com e to

21     their  pulm onologist , and then - -  and they - -

22     it 's that  pulm onologist  then that  will be

23     the key decision-m aker, the intervent ional

24     pulm onologist .

25 Q.  So, will you m ake any - -  once you're
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1     com m ercialized, will you m ake any m arket ing

2     m aterial that  potent ially could be

3     dist r ibuted to a consum er?

4 A.  We have no plans at  this point .  Would we do

5     the stuff like what  the pharm aceut ical

6     com panies do with direct  TV m arket ing, I

7     actually don't  believe in that .

8 Q.  But  you'll - -  so, it 's not  in your plan to

9     create any m arket ing m aterial, but  is it  a

10     possibilit y?

11 A.  Maybe for som e big com pany in the future.

12     They m ight  choose to do it .   I t  would be a

13     highly ineffect ive way to do it  I  think,

14     but  - -

15 Q.  To m arket  the Holaira?

16 A.  To go direct  to pat ients with a product  that

17     only a highly sophist icated subspecialist  - -

18     I  don't  really see St . Jude and Medt ronic

19     going to custom ers to m arket  their

20     part icular type of aort ic valve prostheses,

21     you know, when they - -  when the pat ient

22     would have no idea what  the r ight  prostheses

23     is for the aort ic valve.  I t  is possible?

24     Sure.  I t 's not  the pr im ary target .

25 Q.  But  the Holaira device is t ied closely to
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1     TLD, correct?

2              MR. HANSEN:   I 'm  just  going to

3     lodge an object ion.  You're - -  som et im es you

4     pronounce it  Holaira, and som et im es you

5     pronounce it  Olaira [ ph] .  I  j ust  want  to

6     m ake sure that  you're m eaning Dr. Wahr's

7     com pany.

8              MR. WALZ:   Well, as you know, I

9     m ean, there's no r ight  way to pronounce a

10     coined term .  So - -

11              MR. HANSEN:   But  I  think the issue

12     is you're switching back and forth.  I  j ust

13     want  to m ake sure that  - -

14              MR. WALZ:   Yeah, Olaira, Holaira, I

15     m ean, that 's referr ing to - -  yeah.

16              MR. HANSEN:   Okay.

17     BY MR. WALZ:

18 Q.  So, let 's look at  Exhibit  Num ber 2, and if

19     we turn to the page Bate-num bered 111?

20 A.  Got  it .

21 Q.  So, it 's t rue that , at  all t im es during this

22     nam ing and branding process, that  your

23     com pany, you were aware of Boston

24     Scient ific's Alair  System , correct?

25 A.  Yes.
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1 Q.  And this page that  we're looking at , 111, is

2     the list  of short  nam es, as you test ified

3     to, and you've also test ified that  you

4     needed to get  creat ive people involved, you

5     needed to select  a nam e - -  a new nam e that

6     was com pletely unique, correct?

7 A.  Yes.

8 Q.  Unlike any other, correct?

9 A.  That  was the goal.

10 Q.  Yet  the Holaira m ark that  you ult im ately,

11     you know, set t led on has the L-A- I -R st r ing

12     included in it ,  correct?

13              MR. HANSEN:   Form .

14              THE WI TNESS:   Yes.

15     BY MR. WALZ:

16 Q.  And that  is the sam e st r ing of let ters

17     that 's in the Boston Scient ific Alair  m ark,

18     correct?

19 A.  Yes.

20 Q.  And you also test ified that , based on

21     at tending m eet ings, that  you were aware of a

22     lot  of "air"  m arks, although when you

23     referenced the piece of paper that  you took

24     out  of your pocket , there were only four

25     nam es on there, correct?
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1 A.  Four nam es on there, yep.

2 Q.  And Xolair , you m ent ioned, was a drug?

3 A.  Yes.

4 Q.  Singulair  is a pharm aceut ical?

5 A.  Yes.

6 Q.  VitalAire is a pharm aceut ical?

7 A.  Yes.

8 Q.  And Alere, L-A - -  A-L-E-R-E, is that  a

9     pharm aceut ical as well?

10 A.  Yes.

11 Q.  Do you know how prevalent  the use is of the

12     Xolair  m ark?

13 A.  I t 's - -  I  don't .  I  don't  know what  their

14     m arket  share is, no, but  it 's displayed

15     prom inent ly at  - -  you know, on t rade booths,

16     you know, at  pulm onary m eet ings, so I  assum e

17     it 's being used com m ercially quite a bit .

18 Q.  Does the Holaira device com pete with Xolair?

19 A.  No.

20 Q.  Does it  com pete with Singulair?

21 A.  No.

22 Q.  Does it  com pete with VitalAire?

23 A.  No.

24 Q.  And how about  Alere?

25 A.  No.  I t  doesn't  com pete with bronchial
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1     therm oplasty either.

2 Q.  I  didn't  ask you that  quest ion, sir .

3              You also m ent ioned that  you had

4     received from  consum er feedback about  the

5     Holaira m ark in - -  in connect ion with the

6     prefix "Ho,"  that  you - -  you had received

7     som e - -  som e negat ive - -

8 A.  No.

9 Q.  - -  potent ial negat ive feedback?

10 A.  No, we didn't  - -  that  was an internal

11     concern when we just  were talking about  it ,

12     you know, but  no consum er feedback.

13 Q.  So, you did no external test ing or - -

14 A.  No.

15 Q.  - -  surveys or anything?

16 A.  That  was just  our internal discussion.

17 Q.  And when you test ified that  there had not

18     been any confusion, you had also test ified

19     that  you're not  using the m ark yet  in the

20     United States, correct?

21              MR. HANSEN:   Object  to form ,

22     foundat ion, m isstates pr ior test im ony.

23              MR. WALZ:   You had asked him  if he

24     had ever experienced - -  or Holaira had

25     experienced any actual confusion, and he
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1     said no.

2              MR. HANSEN:   Yeah, and you added to

3     the quest ion, and you said that , "you

4     haven't  been using the m ark in the

5     United States."   I  think he said it 's on

6     their  business cards, it 's on their  Website,

7     it 's on their  let terhead.

8              MR. WALZ:   I  take that  back.

9              MR. HANSEN:   I  think you m isstated

10     pr ior test im ony.

11     BY MR. WALZ:

12 Q.  Okay.  So, you haven't  used the Holaira m ark

13     in connect ion with the system , the m edical

14     device that  you applied for, correct?

15 A.  Applied for - -  for to who?  So, in the

16     United States, it 's on our Website.  We show

17     our business cards to US docs, you know, and

18     we - -  and, you know, we aren't  t reat ing any

19     pat ients in the US, but , you know, US docs

20     clearly know about  - -  know about  Holaira.

21 Q.  I t 's on the device yet , correct?

22 A.  Oh, you m ean on a device that  we use in a

23     clinical set t ing?

24 Q.  Right .

25 A.  But  we - -  well,  first  of all,  we're not  - -
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1     no, we haven't  used the device in the US.

2 Q.  Right .

3 A.  But  it 's not  on there anyway, but  we haven't

4     used one even if it  was.

5 Q.  "Holaira"  doesn't  appear on the device?

6 A.  I  m ean, not  on our com m ercial device, no.  I

7     m ean, it 's projected to be on our - -  on our

8     device, you know, when we go com m ercial, but

9     r ight  now we're just  using a clinical

10     prototype.

11 Q.  Yeah, I  guess, just  to clar ify, when I 'm

12     asking quest ions about  sort  of the use of

13     the Holaira m ark, we both understand that

14     it 's - -  you're not  com m ercialized yet , but

15     you're st ill in clinical.

16              So, when I 'm  talking about  or

17     asking these quest ions, I 'm  asking - -  I 'm

18     referr ing to - -

19 A.  We ant icipate to put  "Holaira"  - -  the word

20     "Holaira"  on the console.

21 Q.  Right .

22 A.  But  it  will say "dNerva" on the catheter.

23 Q.  Okay.

24              MR. WALZ:   Can we just  take five

25     m inutes, and I ' ll see if I 've got  anything
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1     else, and we can wrap-up.

2              MR. HANSEN:   Sounds like a plan.

3              MR. WALZ:   Go enjoy our 4th of

4     July.

5              (Break taken.)

6              MR. WALZ:   I 've got  no further

7     quest ions for you, Dr. Wahr.

8              MR. HANSEN:   And I  have no further

9     quest ions for you either, Dr. Wahr.

10              We'll read and sign.  Thank you.

11              (At  11: 40 a.m ., the deposit ion was

12     recessed.)
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1      I ,  DR. DENNI S WAHR, have read this

2     deposit ion t ranscript  pages 1 -  112 and

3     acknowledge herein its accuracy except  as

4     noted on the errata sheet .

5
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1     STATE OF MI NNESOTA
                             CERTI FI CATE

2     COUNTY OF WASHI NGTON
3               I ,  Alexis Jensen, hereby cert ify

    that  I  reported the deposit ion of
4     Dr. Dennis Wahr on the 2nd day of July, 2015

    in Minneapolis, Minnesota, and that  the
5     witness was by m e first  duly sworn to tell

    the t ruth and nothing but  the t ruth
6     concerning the m at ter in cont roversy

    aforesaid;
7

              That  I  was then and there a notary
8     public in and for the County of Washington,

    State of Minnesota;  that  by vir tue thereof I
9     was duly authorized to adm inister an oath;

10               That  the foregoing t ranscript  is a
    t rue and correct  t ranscript  of m y

11     stenographic notes in said m at ter,
    t ranscribed under m y direct ion and cont rol;

12
              That  the cost  of the or iginal has

13     been charged to the party who not iced the
    deposit ion and that  all part ies who ordered

14     copies have been charged at  the sam e rate
    for such copies;

15
              That  the reading and signing of

16     the deposit ion was not  waived;
17               That  I  am  not  related to any of

    the part ies hereto, nor interested in the
18     outcom e of the act ion and have no cont ract

    with any part ies, at torneys or persons with
19     an interest  in the act ion that  has a

    substant ial tendency to affect  m y
20     im part iality;
21               WI TNESS MY HAND AND SEAL this 10th

    day of July, 2015.
22
23

    _____________________
24        Alexis Jensen

         Notary Public
25
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1              THE DEPOSI TI ON OF DR. DENNI S WAHR,

2     is taken on this 2nd day of July, 2015, at

3     Oppenheim er, Wolff & Donnelly, LLP,

4     Cam pbell Mithun Tower, Suite 2000,

5     Minneapolis, Minnesota, com m encing at

6     9: 07 a.m .

7                DR. DENNI S WAHR,

8     having been called as a witness, being duly

9     sworn, test ified as follows:

10                  EXAMI NATI ON

11     BY MR. HANSEN:

12 Q.  Good m orning, Dr. Wahr.  I 'd like to start

13     out  today by just  having a lit t le bit  of a

14     discussion about  your background, okay?

15 A.  Okay.

16 Q.  Let 's start  with your educat ion, start ing

17     with college, and if you would, take m e

18     through to your highest  professional degree

19     or cert ificat ion.

20 A.  Okay.  I  w ent  - -  I  w ent  undergrad college to

21     a  sm all libera l ar ts school in Michigan

22     ca lled Albion College, A- L- B- I - O- N.  Then I

23     w ent  to m edica l school a t  W ayne State

24     Universit y in Det roit , and then did m y

25     interna l m edicine residency, three years, a t

Page 5

1     the Universit y of Michigan.  Then I  did m y

2     cardiology fe llow ship a t  the Universit y of

3     California , San Francisco, w ent  to UCSF,

4     three years there, w here I  becam e an

5     intervent ional cardiologist .

6              I  spent  one year  on faculty there

7     a t  UCSF.  Then I  w ent  back to Michigan,

8     w here I  pract iced cardiology for  about

9     1 2  years a t  - -  you know , in Ann Arbor , w here

10     I  w as in pr ivate pract ice a t  St . Joseph

11     Mercy Hospita l and w as a clin ica l professor

12     of cardiology at  the Universit y of Michigan.

13              Then I  took a leave of absence for

14     one year  to com e to Minneapolis and - -  and

15     becom e a m edica l device ent repreneur .  I

16     star ted m y ow n m edica l device com pany, and

17     that  w as in the year  2 0 0 1 , and since - -  and

18     never  w ent  back.  I  never  w ent  back and

19     pract iced - -  I  took a one- year  sabbat ica l

20     and never  w ent  back.

21 Q.  When?

22 A.  And have been here ever  since, for  the last

23     1 5  years.

24 Q.  Were you a Board-cert ified intervent ional

25     cardiologist?
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1 A.  Yes, yes, I  w as w hat  they ca lled t r iple

2     Board- cer t if ied.  You know , I  w as

3     Board- cer t if ied in interna l m edicine.  I  w as

4     Board- cer t if ied in cardiology and

5     Board- cer t if ied in intervent ional

6     cardiology; a ll three dif ferent  levels of

7     Board cer t if ica t ion.

8 Q.  Okay.  What 's the - -  what 's the difference

9     between cardiology and intervent ional

10     cardiology?

11 A.  Cardiologists do - -  there 's probably four

12     big divisions of cardiology.  There 's

13     intervent ional cardiology; there 's

14     e lect rophysiology; there 's diagnost ic

15     cardiology, w hich w ould be th ings like

16     echocardiographies and MRI  scans, you know ,

17     they're a lm ost  like radiologists; and then

18     there 's intensive care cardiology, you know ,

19     w ork ing in I CUs and th ings like that .

20              And they a ll have their  separate

21     Boards, so, you know , it  j ust  keeps get t ing

22     m ore and m ore subspecia lized.  So, a

23     cardiologist  is k ind of a  genera list  of

24     cardiology, and, you know , now  there 's these

25     four  subspecia lt ies of cardiology.

Page 7

1 Q.  Okay.

2 A.  I t 's pret ty am azing.  I t 's pret ty

3     r idiculous.

4 Q.  What  - -  what  does an intervent ional

5     cardiologist  do?  Can you just  describe

6     that?

7 A.  Yeah, intervent ional cardiology is the par t

8     of cardiology that  does procedures on

9     pat ients, you know , and that 's rea lly the

10     f irst  th ing they star ted doing w ere

11     angioplast ies.  You know , in the m id '8 0 s,

12     that  rea lly w as or igin of intervent ional

13     cardiology, f ix ing blocked ar ter ies, w ork ing

14     through a pinhole.

15              That  w as the beginning of

16     intervent ional cardiology, the f ie ld of

17     intervent ional cardiology, but  now  it 's

18     gradually expanded to w here intervent ional

19     cardiologists do m any dif ferent  t ypes of

20     procedures, a ll m inim ally - -  from  a

21     m inim ally- invasive approach.  That 's rea lly

22     w hat  defines it .

23 Q.  When you were pract icing as an

24     intervent ional cardiologist , did you use

25     m edical devices?

Page 8

1 A.  Absolute ly, yeah.

2 Q.  What  - -  what  sorts of m edical devices?

3 A.  W ell, cer ta in ly ba lloon angioplasty

4     catheters; stents, you know , the w ire m esh

5     cylinders that  w e put  in to scaffold open

6     blood vessels; a therectom y devices, w hich is

7     w here you go in and carve out  the plaque,

8     you know , and rem ove it ; closure devices,

9     you know , w here you go through pinholes to

10     close defects in the hear t , you know , holes

11     betw een to a t r ia  and the vent r icles, and

12     congenita l abnorm alit ies that  are repaired

13     now  through pinholes.

14              All of these th ings replaced the

15     need to have to have open- chest  surgery.

16     And now , of course, the - -  another  big one

17     are the - -  lit era lly the percutaneous

18     va lves.  I  m ean, litera lly replacing va lves

19     j ust  through pinholes.  I  m ean, those w ould

20     be the m ajor  areas of intervent ional

21     cardiology.

22 Q.  Turning now to the ent repreneurial aspect  of

23     your background.

24              I n 2001, you m ent ioned that  you

25     started - -
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1 A.  Yes.

2 Q.  - -  a m edical device com pany.

3              What  m edical device com pany was

4     that?

5 A.  I t  w as ca lled Velocim ed, V- E- L- O- C- I - M- E- D.

6 Q.  What  types of product  or products did - -

7 A.  W e m ade - -

8 Q.  - -  Velocim ed m ake?

9 A.  W e m ade three dif ferent  m edica l products.

10     One w as w hat 's ca lled an - -  and at  the t im e

11     th is w as rea lly the f irst  one.  I t 's

12     som ething ca lled an em bolic protect ion

13     device.

14              One of the r isks of doing

15     angioplasty w as som et im es you could go in,

16     inf la te a  ba lloon to dila te an ar tery, but

17     debr is could break off and go dow nst ream ,

18     you know , and if  that  happened, you could

19     have dam age dow nst ream .  Like if  that  w ould

20     break off and go to an im portant  place, like

21     the bra in or  the k idney or  som ething like

22     that , that  w as one of the areas of

23     com plicat ions.

24              So, w e created a lit t le  basket  that

25     could catch that  that  w e'd put  in f irst  and
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1     then did the angioplasty, and if  anything

2     w ent  dow n, you w ould catch it .

3              Second product  w as som ething ca lled

4     a  PFO closure device, w hich w as an

5     um brella  - -  a  lit t le  um brella , m inia ture

6     um brella , that  you could put  through a

7     pinhole and go in and close a hole betw een

8     the r ight  and le ft  a t r ium  of the hear t .

9              And the th ird one w as w hat  w e

10     ca lled a navigat ion catheter , because one of

11     the th ings that  w ould star t  cardiologists

12     from  being able to do a procedure is if  they

13     couldn't  get  to that  spot , you know , through

14     the curving blood vessels.  So, w e m ade a

15     catheter  that  could be, using a joyst ick ,

16     directed to go around sharp curves.

17              St . Jude bought  a ll three of those

18     products in the year  - -  I  star ted the

19     com pany in 2 0 0 1 .  St . Jude bought  that

20     com pany in 2 0 0 5 , and a ll three products are

21     st ill - -  are st ill be ing sold around the

22     w or ld today.  That  w as the f irst  com pany.

23 Q.  Were those products approved for sale by the

24     FDA?

25 A.  All of them  eventua lly achieved w or ldw ide
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1     approval, including US.

2 Q.  And what  - -  are you aware that  the FDA

3     classifies m edical devices in one of three

4     separate classes?

5 A.  Yes.

6 Q.  And what  - -  what  class of device were the

7     three devices sold by or created by

8     Velocim ed?

9 A.  W ell, the em bolic protect ion device and the

10     PFO closure device w ere Class 3  devices.

11     The three classes are, you know , litera lly

12     1 , 2 , 3 , w here 3  is the - -  the highest  level

13     of sophist icat ion, and, therefore - -  you

14     know , or  potent ia l r isk  and the m ost  novel,

15     w hich then m eans it  needs the m ost  test ing.

16              Class 1  devices are typica lly

17     devices that  are the least  am ount  of r isk ,

18     and they're often - -  they are often devices

19     that  are copies of other  devices that  are

20     out  there, that  have predicates, and

21     everything's know n about  them , and it 's j ust

22     k ind of like one m ore copy doing the copycat

23     th ing.  You know , they can get  a  label as a

24     Class 1 .  Label 2  is som ew here in betw een.

25              The navigat ion device w as Class 2 .
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1 Q.  Got  it .

2 A.  But  then m y second com pany Lutonix ,

3     L- U- T- O- N- I - X, that  w as a Class 3  device

4     too.

5 Q.  When did - -  did you found Lutonix?

6 A.  I  founded both of these com panies.

7 Q.  And when - -  when did Lutonix com e into

8     being?

9 A.  2 0 0 7 , and CR Bard bought  that  com pany in

10     2 0 0 0  - -  in Decem ber of 2 0 1 1 .

11 Q.  What  product  did Lutonix create?

12 A.  W e m ade an angioplasty ba lloon that  had a

13     drug coat ing on it , and so, w hen you did

14     the - -  so, w hen you w ould do the

15     angioplasty, the drug w ould t ransfer  to the

16     blood vessel w all, and the drug w ould then

17     prevent  the ar tery from  re- narrow ing, you

18     know , a fter  you did the angioplasty.

19 Q.  I s that  angioplasty balloon approved by the

20     FDA?

21 A.  Yes.

22 Q.  And you m ent ioned that  it  was a Class 3

23     device?

24 A.  3 , yep.  First  - -  f irst  drug- coated

25     angioplasty ba lloon in the w or ld to be
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1     approved by the FDA.  W e got  approval in

2     2 0 1 2 .

3 Q.  Where are you current ly em ployed Dr. Wahr?

4 A.  Hola ira , H- O- L- A- I - R- A.

5 Q.  And when did you join that  com pany?

6 A.  I  j oined it  in Septem ber of 2 0 1 2 .

7 Q.  Did you found that  com pany as well?

8 A.  No.

9 Q.  Who founded Holaira?

10 A.  An individual ca lled Marty Mayse, and

11     co- founded a long w ith another  person, an

12     engineer  nam ed Steve Dim m er.  They w ere

13     co- founders.

14 Q.  When you joined the com pany in 2012, was it

15     called Holaira?

16 A.  No, the com pany w as or igina lly founded in

17     2 0 0 8 .  That 's w hen Marty Mayse and Steve

18     Dim m er founded the com pany.  So, w hen I

19     j oined the com pany, it  w as a lready four

20     years old, and the or igina l nam e of the

21     com pany w as I ntervent ionalPulm onarySolut ions

22     [ sic] , a ll one w ord.  They - -  they ca lled it

23     I PS for  shor t , to abbrevia te it .

24 Q.  Let 's talk about  the Holaira - -  well,

25     actually, I  should first  ask you:   What 's
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1     your role at  Holaira?  What  do you do there?

2 A.  I 'm  the CEO.

3 Q.  And have you always been the CEO?

4 A.  Yeah - -  w ell, since they hired m e, yeah, for

5     the last  three years, yeah.

6 Q.  Okay.  Let 's talk about  the - -  the products

7     that  Holaira creates.

8              What  - -  what  is the product  that

9     Holaira creates?

10 A.  W e - -  w e have a product  that 's ca lled - -  the

11     nam e of the product  is dNerva, and w hat  it

12     is is it 's a  - -  w e use it  to do a procedure

13     ca lled targeted lung denervat ion, and the - -

14     and the system  that  does it  w e ca ll the

15     Hola ira  Lung Denervat ion System .

16 Q.  Can you describe for m e what  com ponents

17     there are to the Holaira Lung Denervat ion

18     System ?

19 A.  Yes, there are - -  there 's a  - -  the system

20     has a console.  The console does rea lly

21     three - -  three th ings that  are im portant .

22     I t  has a - -  it 's the generator  for  the

23     energy, you know , RF energy, radio frequency

24     energy, w hich is the pow er w e use to - -  for

25     the therapeut ic effect , w hich I ' ll descr ibe
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1     in a  m inute.

2              I t  a lso has the pum p in it , because

3     w e have to circula te cold w ater , you know ,

4     through the catheter  w hile  w e do it .  I t

5     a lso has a - -  so, therefore, it  a lso has a

6     chilling - -  a  chiller  in the console.  And

7     then, of course, it  has a user  inter face,

8     you know , w hich is a  softw are program .

9              The console runs the dNerva

10     catheter , and the catheter  is the act ive - -

11     you know , is the therapeut ic par t  of the

12     product , and the dNerva catheter  is used by

13     an intervent ional pulm onologist .  The

14     intervent ional pulm onologist  takes the

15     dNerva catheter , and he puts it  through the

16     w ork ing channel of a  f lex ible bronchoscope,

17     you know , and f lex ible bronchoscopes are

18     som ething that  intervent ional pulm onologists

19     have used for  years.

20              I t 's st ill - -  it 's a  f lex ible

21     catheter  that  goes dow n - -  you know , in

22     through your  m outh, dow n the t rachea, and

23     they can look around inside the lungs w ith

24     th is, but  our  catheter  goes through the

25     w ork ing channel inside that  bronchoscope,
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1     and w hen - -  w hen the intervent ional

2     pulm onologist  puts it  dow n, he can posit ion

3     it  in both the r ight  m ainstem  bronchus f irst

4     and then the le ft  m ainstem  bronchus.  You

5     can actua lly do it  in e ither  sequence.

6              That  could be - -  the w ork ing end of

7     the catheter  has an e lect rode on it , w hich

8     is used to deliver  the energy, and w hen that

9     e lect rode is posit ioned correct ly inside the

10     r ight  or  le ft  m ain bronchus, the energy can

11     be turned on, so that  it  de livers therm al

12     energy to the w all of the - -  the m ain

13     r ight  - -  the r ight  and le ft  m ainstem

14     bronchus that  can denature the nerves that

15     go to the lung perm anent ly, so that  those

16     nerves are interrupted.

17              And w hat 's great  about  that  is

18     those nerves are w hat  - -  if  you - -  if  you

19     interrupt  those nerves, it  a llow s the

20     a irw ays to dila te, open.

21 Q.  Let 's just  back up for a second.

22              You - -  you referred to som ething

23     called a bronchus?

24 A.  Yes.

25 Q.  What  is the bronchus?
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1 A.  Anatom ica lly, your  m ain a irw ay.  I t  com es

2     from  your  vocal cords.  I t 's ca lled the - -

3     dow n to - -  it s f irst  branch point  is the

4     t rachea, and that 's the big a irw ay.  You can

5     fee l it , you know , r ight  - -  r ight  in your

6     throat .

7              W hen that  com es - -  w hen that  gets

8     dow n into the m iddle of the chest , it

9     branches into tw o m ain - -  tw o large

10     branches, and those are ca ll the r ight  and

11     le ft  m ainstem  bronchus, and then the

12     m ainstem  bronchus, in turn, branch into

13     m ult iple  other  a irw ays, and then they keep

14     subdividing into - -  and goes dow n into a ll

15     of the lit t le  billions of a irw ays, you know ,

16     out  in the lungs.

17 Q.  Okay.  So, the - -  the bronchus - -  the

18     m ainstem  bronchus is outside of the lungs?

19 A.  Yes, you're not  technica lly in the lungs

20     yet .

21 Q.  Okay.  And then the bronchus stem s out  from

22     the m ainstem  bronchus and goes into the lung

23     fields?

24 A.  Yeah, it  goes - -  it  goes - -  basica lly, you

25     have the m ainstem  bronchus, and then you
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1     have secondary bronchi and then ter t iary.

2     You know , it 's j ust  dividing and dividing

3     and dividing.

4 Q.  And describe for m e, again, where the - -

5     where within in the body the dNerva catheter

6     is used?

7 A.  I n the r ight  and le ft  m ainstem  bronchus, in

8     j ust  those f irst  m ajor  divisions.

9 Q.  Okay.

10 A.  I t  never  goes dow n into the lung f ie lds.

11 Q.  And the - -  what  - -  what  condit ion is Holaira

12     seeking approval from  the FDA to t reat  with

13     this device?

14 A.  W ell, COPD, Chronic Obst ruct ive Pulm onary

15     Disease, is the disease process, and in

16     pat ients that  have COPD, COPD is

17     character ized by overact ive nerves, you

18     know , that  - -  that  are causing - -  and these

19     overact ive nerves cause the a irw ays to be

20     const r icted, you know , k ind of in spasm s, so

21     to speak, and up unt il th is point  in t im e,

22     the w ay COPD pat ients have been t reated are

23     w ith inha lers.

24              And, of course, you see th is on

25     te levision a ll the t im e.  Spir iva is the
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1     leading selling pulm onary drug in the w or ld,

2     m aybe the f irst  or  second leading selling

3     drug of any k ind in the w or ld.  You know ,

4     the inha ler  that  you see people w ho can't

5     breathe puff on.

6              And w hat  that  - -  the w ay that

7     inha ler  w orks, it  goes dow n, and it

8     lit era lly is t ry ing to block  the nerves, you

9     know , that  go to the lungs so the a irw ays

10     can open up.  W hat  w e're t rying to do, w e're

11     going in, and w e're - -  by using th is

12     RF energy and the r ight  and le ft  m ainstem

13     bronchus, w e're t rying to abla te those

14     nerves, so that  w e - -  so that  w e can

15     perm anent ly - -  get  a  perm anent  dila t ion, so

16     that  you have a perm anent  bronchodila t ion.

17     So, it  w ould becom e an a lternat ive therapy

18     to drugs or  even an addit ive, w here w e

19     actua lly know  it  w ould be an addit ive to

20     drugs, and there 's a  reason for  that , to

21     benefit .

22 Q.  Let 's talk about  the - -  a lit t le bit  m ore

23     about  the m edical procedure in which the

24     Holaira Lung Denervat ion System  is used.

25              You m ent ioned a nam e for the
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1     m edical procedure itself.  What  was that

2     again?

3 A.  Targeted lung denervat ion.

4 Q.  Okay.  And where is targeted lung

5     denervat ion perform ed?  Like in what  kind of

6     set t ing?

7 A.  I t 's in a  hospita l, a  pulm onology procedure

8     room .  I t 's in a  specia l room  that  - -  w here

9     hospita ls do these bronchoscopies

10     procedures.

11 Q.  What  - -  who perform s the procedure?

12 A.  An intervent ional pulm onologist .

13 Q.  What 's an intervent ional pulm onologist?

14 A.  W ell, it  goes - -  it  k ind of goes back to the

15     sam e thing about  w hen I  ta lked about

16     intervent ional cardiologist .

17              Unt il recent ly, unt il lit era lly a

18     couple years ago, the - -  the highest  level

19     of cer t if ica t ion w ith in the f ie ld of

20     pulm onary w as a Board- cer t if ied

21     pulm onologist , and these w ere doctors that

22     did bronchoscopies, you know , just  that  w ere

23     diagnost ic, you w ould go and look around to

24     see w hat  w as in the lungs.

25              But  in the last  - -  over  the last
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1     num ber of few  years, sim ilar  to w hat  had

2     happened 1 5  or  2 0  years ago in cardiology, a

3     new  f ie ld has ar isen of intervent ional

4     pulm onology, w here pulm onologists can do

5     addit iona l t ra in ing to becom e sk illed a t

6     actua lly doing invasive procedures, and th is

7     group are w hat  w e refer  to as the

8     intervent ional pulm onologists, and to be - -

9     and that  is a  fu lly now  recognized Board

10     cer t if ica t ion- required subspecia lt y of

11     pulm onology, w here they litera lly have to do

12     a  tw o- year  fe llow ship a fter  t ra in ing a ll the

13     previous stuff, do tw o addit iona l years of

14     intervent ional pulm onology and then pass the

15     Boards to be a card- carrying credent ia led

16     intervent ional pulm onologist , and they - -

17     they do everything - -  w ell, I  shouldn't  say

18     they do everything.

19              They do an aw ful lot .  They do a

20     lot  of dif ferent  procedures now  just  through

21     the bronchoscope that  used to require

22     open- chest  surgery.  You know , the sam e

23     story again like w hat  happened 2 0  years ago

24     in cardiology, and they' ll do everything

25     from  put t ing in stents to dila t ing blocked
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1     a irw ays to resect ing tum ors to, you know ,

2     rem oving fore ign bodies, j ust  lots of

3     th ings.

4              So, w e as a - -  our  procedure,

5     targeted lung denervat ion, is one of an

6     ar ray of th ings that  they do.

7 Q.  You m ent ioned that  - -  how m any of - -  roughly

8     how m any intervent ional pulm onologists are

9     there in the United States, if you know?

10 A.  Today, there are about  1 5 0  roughly, about

11     1 5 0 .  So, you can k ind of th ink  of it  as

12     each sta te - -  if  a ll sta tes w ere average

13     size, there w ould be tw o or  three in a

14     sta te.

15              I t  w ill grow .  You know , the - -  the

16     fe llow ship program s that  t ra in them  are

17     turning out  about , you know , seven or  e ight

18     new  ones a year , you know , in the US, you

19     know , the specia lized places that  are

20     form ally t ra in ing them .  So, that  num ber

21     w ill - -  I  expect  w ill slow ly grow .

22 Q.  Okay.  Let 's discuss a lit t le bit  how the

23     com pany changed nam es from  I PS to Holaira,

24     and to assist  with the - -  the discussion,

25     I ' ll m ark and hand you an exhibit .
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1 A.  Sure.

2              ( Exhibit  Num ber 1  w as m arked.)

3     BY MR. HANSEN:

4 Q.  Dr. Wahr, you've been handed what 's been

5     m arked as Wahr Exhibit  1.

6              Do you recognize this docum ent?

7 A.  Yes.

8 Q.  What  is it?

9 A.  This is - -  these are docum ents that  w e put

10     together  not  long after  I  took over  as CEO

11     to help guide, you know , our  renam ing

12     process, you know , and a lso, you know , som e

13     Board presentat ions that  - -  w here w e

14     actua lly conveyed som e of th is inform at ion

15     to our  Board of Directors - -

16 Q.  Okay.

17 A.  - -  about  w hy w e w ere doing it .

18 Q.  And was this a presentat ion present  to the

19     Holaira Board of Directors?

20 A.  Yes, th is f irst  one here, the open session

21     of the Board m eet ing.  I  m ean, th is w as par t

22     of the Board m eet ing w here - -  you know ,

23     Board m eet ings have genera lly tw o par ts.

24              They have w hat 's ca lled an open

25     session, w here key com pany execut ives are
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1     included; and then there 's w hat 's ca lled a

2     closed, w here it 's j ust  m e w ith the Board of

3     Directors per iod.  You know , that 's the par t

4     w here you ta lk  about  th ings like

5     com pensat ion and confident ia l stuff that  you

6     w ouldn't  w ant  to have other  people sit t ing

7     in on.

8 Q.  During the - -

9 A.  Open session.

10 Q.  - -  open session, if you'd flip to page - -

11     the twelfth slide in, which is - -  has the

12     Bates num ber on the bot tom  r ight ,

13     Holaira 627?

14 A.  Yep.

15 Q.  There is a - -  appears to be a discussion

16     about  branding act ivit ies?

17 A.  Yep - -  yes.

18 Q.  What  was the purpose of this - -  the

19     inclusion of this slide in the presentat ion?

20 A.  W ell, I  w as - -  I  int roduced it  - -  as you

21     not iced on the f irst  page, the com pany w as

22     st ill ca lled I nnovat ive Pulm onary Solut ions

23     a t  th is t im e, but  I  w anted to - -  and I  - -

24     th is - -  th is w as rea lly m y f irst  Board

25     m eet ing, you know , because I  w as hired in
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1     Septem ber, and th is w as Decem ber, and so,

2     th is w as m y very f irst  Board m eet ing that  I

3     led, and I  had a lready decided by that  point

4     that  I  w anted to change the nam e of the

5     com pany, and th is w as m y star t ing to

6     socia lize that  concept  to the Board.

7              Now , you have to rea lize th is w as a

8     Board of Directors that  had been w ith th is

9     com pany for  four  years, you know , and so,

10     they w ere pret ty - -  you know , they w ere very

11     fam iliar ized w ith the previous nam e, and so,

12     I  j ust  didn' t  w ant  to com e in and say I 'm

13     changing, so how  I ' ll com m only do th ings is

14     I ' ll int roduce som ething and socia lize it

15     and then - -  then com e back w ith a

16     recom m endat ion at  the next  Board m eet ing.

17              I t 's a  good w ay to run a com pany,

18     by the w ay, if  you ever  do th is.  Don't

19     blind- side your  Board w ith just  radica l

20     stuff in the cold.

21              So, th is w as socia liz ing the

22     concept  that  I  w as w ork ing m y w ay tow ards

23     rebranding the com pany, w hich is a  w ay of

24     saying, w e're going to change the nam e,

25     w e 're going to change the W ebsite.  You
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1     know , w e're going to - -  you know , our

2     m ater ia ls that  are show n publicly, you know ,

3     w e 're going to rethink .

4 Q.  Why did you want  to m ove away from  the I PS

5     nam e?

6 A.  W ell, th is w as m y third t im e around the

7     t rack , you know , w ith a  com pany, and so,

8     w hile  I  don't  consider  m yself a  m arket ing

9     person, I 'm  used to w ork ing w ith m arket ing

10     people, and I  do believe w hat  they say.

11              And, to m e, there w ere a couple - -

12     there w as a few  problem s w ith I nnovat ive

13     Pulm onary Solut ions.

14 Q.  What  were those problem s?

15 A.  W ell, one is - -  is that  m arket ing people

16     w ill te ll you that  they rea lly - -  they w ould

17     never  recom m end the nam e of a  com pany that

18     goes m uch m ore than tw o or  three syllables.

19     I nnovat ive Pulm onary Solut ion had 1 1 .  I t 's

20     too m any w ords, you know , to be eff icient ,

21     you know .

22              And the second th ing is is that  it

23     w as so long that  you couldn't  even f it  it

24     into som e URL boxes.  You know , w hen you go

25     to t ype in your  em ails and stuff, it
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1     w ouldn't  f it ,  and, you know , you'd run out

2     of space, and then you w ere just  stuck  on a

3     lot  of form s.  I  found that  par t icular ly

4     ir r ita t ing.

5              The th ird th ing w as it  w as just

6     k ind of a  sentence.  You know , it  w asn't

7     rea lly a  unique w ord.  Market ing people and

8     branding people w ant  you to create your  ow n

9     unique w ord.  Because it  w ouldn't  f it  into

10     URL addresses, the com pany star ted ca lling

11     it se lf  I PS for  shor t , w hich is a

12     three- le t ter  acronym , but  the problem  w ith

13     I PS w as, one th ing, m arket ing people don't

14     like acronym s, but , num ber tw o, it  w as

15     a lready t radem ark .  I  m ean, in fact , it 's

16     t radem arked by about  1 5  people w or ldw ide for

17     a ll k inds of dif ferent  th ings.  There 's

18     absolute ly nothing unique about  I PS, you

19     know , as a  three- le t ter  th ing - -  th ing out

20     there.

21              So - -  so, for  a ll of those reasons,

22     I  fe lt  w e needed - -  and since the com pany - -

23     I  had just  becom e the new  CEO, par t  of

24     becom ing the new  CEO w as w e w ere going to

25     m ove the com pany - -  w e decided w e'd m ove the

Page 28

1     com pany from  Seat t le , w here it  had been the

2     f irst  four  years, to Minneapolis.

3              So, w e w ere m oving the com pany, and

4     it 's going to be a new  ent it y, you know ,

5     here in Minneapolis, of w hich the people in

6     Minneapolis didn' t  even know  - -  you know ,

7     there w as no m em ory of the old nam e.  So, it

8     w as the per fect  t im e to change the nam e.

9 Q.  On the - -  on slide 12, the third bullet

10     point  down says:   Need im age that

11     dem onst rates we are different  from

12     com pet it ion, relevant  to the target

13     audiences and credible.

14              Do you see that?

15 A.  Yep.

16 Q.  What  was m eant  by "dem onst rates we are

17     different  from  com pet it ion"?

18 A.  This is a  Class 3  device, f irst  t im e - -  and

19     it 's very novel, f irst  t im e anything like

20     th is has ever  been done in hum ans.  You w ant

21     a  nam e that  is not  confused w ith anything

22     e lse, you know , that  is tota lly unique, that

23     w ill - -  a  new  w ord - -  a  new  w ord, you know ,

24     created that  w ill becom e the im age of your

25     product , you know , that  no physician w ill
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1     ever  f ind confusing.

2              You know , that 's fundam enta l - -

3     that 's w hat 's fundam enta l.  You don't  - -  you

4     know , w hen the Google people decided to have

5     a  - -  a  search engine that  you could f ind

6     anything on the I nternet  in 1 0 0 th of a

7     second, they w anted a w ord that  nobody had

8     seen before, and that 's - -  they created the

9     w ord "Google,"  w hich now  everybody th inks

10     has been around for  a  century, w hen, in

11     fact , it 's only been around for  ten years,

12     because it  w as brand new .  That 's w hat

13     you're t rying to do.

14 Q.  After this Board m eet ing, did the - -  did the

15     I PS cont inue in the process of rebranding?

16 A.  Yes, the Board - -  w hen I  int roduced th is,

17     the Board gave m e - -  they sa id, yes, w e're

18     interested in having th is done, go do it .

19 Q.  And what  - -  did Holaira, or I PS at  the t im e,

20     retain any third-party ent it ies to assist  in

21     that  process?

22 A.  Yep, it 's on here.  You know , I  had a lready

23     star ted the process, you know , w ith a

24     m arket ing consultant  nam ed Lorra ine W right

25     on the slide, and Lorra ine, in turn, w as
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1     w ork ing w ith a  m arket ing com pany ca lled

2     Six  Degrees.

3 Q.  Okay.

4 A.  Lorra ine is not  an em ployee of Six  Degrees.

5     They are tw o dif ferent  th ings.  So, Lorra ine

6     is our  m arket ing person basica lly.

7              MR. HANSEN:   Let 's m ark that

8     exhibit .

9              (Exhibit  Num ber 2 was m arked.)

10     BY MR. HANSEN:

11 Q.  Before we get  into this next  exhibit ,

12     Dr. Wahr, you m ent ioned that  Lorraine Wright

13     is not  an em ployee?

14 A.  Right .

15 Q.  Although she's not  an em ployee, is she

16     t reated like - -  as if she's an em ployee with

17     respect  to her job funct ion?

18 A.  Yes, she 's our  - -  she 's our  only m arket ing

19     person w e have.  She does 1 0 0  percent  of our

20     m arket ing act iv it ies, w hich, because w e're

21     st ill a  pre- revenue com pany, clin ica l stage,

22     as I  ca ll it ,  w e don't  rea lly have a need

23     yet  for  a  fu ll- t im e m arket ing execut ive.

24              So - -  so, that 's w hy she's st ill a t

25     consultant  sta tus.  I  w ould est im ate she
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1     probably spends about  5 0  percent  of her  t im e

2     w ork ing w ith us, but  she has som e other

3     clients, but  she 's our  sole person, and she

4     carr ies a  Hola ira  business card, has a

5     Hola ira  - -  has a Hola ira  em ail address, and

6     she - -  she is our  - -  she funct ions as if

7     she 's a  fu ll- t im e em ployee.  All

8     m arket ing- type quest ions, you know , that

9     f low  through - -  or  inquir ies from  the

10     W ebsite f low  through her .

11 Q.  Let 's turn to Exhibit  2.

12 A.  Okay.

13 Q.  Have you seen Exhibit  2 before, Dr. Wahr?

14 A.  Yes.

15 Q.  What  is Exhibit  2?

16 A.  These are the m ater ia ls that  w ere put

17     together  by Six  Degrees w ork ing w ith

18     Lorra ine W right  that  w ere litera lly the - -

19     the docum ents w e w orked off of in our

20     com pany m eet ings as w e star ted through a

21     m ethodica l process of - -  of consider ing

22     var ious a lternat ives for  renam ing the

23     com pany.

24 Q.  I f you turn to the third slide in, which is

25     Bates num ber Holaira 48, there's a slide
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1     ent it led:   Nam ing Considerat ions?

2 A.  Yes.

3 Q.  The first  bullet  point  says:   The new nam e

4     m ust  be shorter, sim pler, fewer syllables.

5              What  is that  in reference to?

6 A.  That 's in reference to our  previous nam e of

7     I nnovat ive Pulm onary Solut ions that  had 1 1

8     syllables.

9 Q.  Okay.  I f you turn to Holaira 50, which is

10     another couple of slides in, it 's ent it led:

11     Met r ics for Nam ing?

12 A.  Yep.

13 Q.  Can you describe what  the purpose of this

14     slide is?

15 A.  Yes, th is is a  - -  th is w as a slide that

16     Six  Degrees put  together .  I  w ould say that

17     it 's pret ty m uch a boilerpla te that

18     m arket ing f irm s use for  how  you - -  you know ,

19     it  w as not  unique to us.  I t  w as unique to

20     w hat  they do every t im e regardless of the

21     client , in term s of, w hen you star t  through,

22     how  do you invent  a  new  nam e or  new  w ord.

23              By the w ay, th is is k ind of - -  I

24     found th is - -  found th is fascinat ing w hen I

25     got  into th is.  There is no w ord in
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1     W ebster 's Dict ionary that 's not  t radem arked.

2     So, you can't  nam e the com pany anything of a

3     w ord that  ex ists.  There - -  w hatever  the

4     thousands of w ords, they're a ll t radem arked.

5              So, the only w ay you can create a

6     new  t radem ark  is to com e up w ith a  brand new

7     w ord.  I sn ' t  that  am azing?  There are m ore

8     t radem arks, in fact , than there are w ords in

9     the dict ionary.  So, you have to - -  I

10     thought  that  w as pret ty - -  pret ty am azing,

11     you know , w hich is w hy you've got  to get

12     creat ive people to do th is stuff.

13              Now  - -  now , but  these th ings here

14     are - -  are w hat  they say are - -  are the

15     dif ferent  categor ies of how  you th ink  about

16     it ,  you know , as you go about  it  as a  team ,

17     you know , associa t ion, dif ferent , clear ,

18     pronounceable, m em orable - -

19              ( Repor ter  clar if ica t ion.)

20              THE WI TNESS:   The categories were

21     product  associat ion, different , clear,

22     pronounceable, m em orable, posit ive and

23     available.  All the categories that  you

24     needed to - -  you had to be able to have all

25     of these apply at  the end of the day.
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1     BY MR. HANSEN:

2 Q.  And we m ay have discussed this already, but

3     why was it  im portant  - -  why was it  an

4     im portant  m et r ic for the nam e to be

5     different  from  the com pet it ion?

6 A.  Because w e had - -  w e have a novel,

7     f irst - in- the- w or ld- ever- done product .  W e

8     w ant  - -  w e w anted no confusion that  th is had

9     any sim ilar it y to anything e lse.  I t  had to

10     be tota lly unique, the w ord, to im ply the

11     fact  that  th is a lso w as a tota lly unique

12     product .

13 Q.  I f you turn to the slide just  before the one

14     that  we're on, there's an ident ificat ion of

15     a num ber of products that  t reat  pulm onary

16     condit ions, correct?

17 A.  Yes.

18 Q.  Why were you considering these other

19     ent it ies and nam es in this process?

20 A.  Because w e knew  that  these w ere nam es of

21     products that  intervent ional cardiologists

22     w ere a lready fam iliar  w ith and using, and w e

23     w anted to m ake sure that  ours w as - -  you

24     know , w as not  sim ilar  to any of them .  I

25     m ean, again, get t ing back to the dif ferent

Page 35

1     and unique category.

2 Q.  I  think you said intervent ional

3     cardiologists - -

4 A.  Oh, did I  say that?

5 Q.  - -  do you m ean pulm onologists?

6 A.  I  cont inue to do that , because I  used to be

7     one, but , yeah, intervent ional

8     pulm onologists.  Glad Marty isn ' t  here.

9 Q.  I f you turn to slide Holaira 56, it 's

10     ent it led:   Nam ing Categories?

11 A.  Yeah - -  yes.

12 Q.  Can you describe for m e what  - -  what  this

13     slide reflects and what  these nam ing

14     categories m ean?

15 A.  W ell, the w ay the m arket ing team  helps

16     st im ulate grow th - -  I  m ean, group- think  is

17     to provide categor ies, you know , of

18     concepts, and they genera lly nam e, w hen

19     they - -  you know , in doing th is, they com e

20     up w ith anatom ic th ings or  physiologic

21     th ings or  st ructures, you know , that  are - -

22     that  have som ething to do w ith w hat  you're

23     doing, you know , and so, therefore, in term s

24     of w hat  w e do, it 's - -  it 's pret ty easy for

25     them  to go nerve, a ir , pulm onary, lung,
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1     respira t ion, open - -  you know , "open"

2     m eaning open a irw ay.

3              So - -  and then they - -  and then you

4     take each of those one by one and star t  to

5     create w ords that  m ight  be re la ted or  convey

6     or  be re la ted to these genera l categor ies.

7 Q.  So, for exam ple, air-cent r ic?

8 A.  Yes.

9 Q.  What  - -  what  im pact  does a word being

10     air-cent r ic have on the word itself?

11 A.  W ell, I  m ean, each of these w ould - -  w ould

12     com m only - -  you know , w ould - -  you w ork

13     around that .  You star t  w ith that  concept

14     of, say, a ir , and then you w ork  around it

15     and t ry to m old w ords, you know , that  m ight

16     encom pass it .

17 Q.  Okay.  And why - -  if you know, why were

18     these specific categories ident ified as

19     potent ial categories for words?

20 A.  Because they re la ted - -  they a ll had

21     som ething to do w ith our  procedure, you

22     know , w hat  w e do.

23 Q.  I f you turn - -  we're going to jum p around

24     j ust  a lit t le bit ,  but  if you turn to the

25     third from  last  page of the slide deck,
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1     which is Holaira 111, there's a short  list

2     of nam es.

3              Were there m ore nam es considered

4     than just  this - -  this short  list?

5 A.  Oh, yes, yeah, yeah.  I  m ean, there w ere - -

6     yeah, there w ere m any, and in a ll of those

7     categor ies, there w ere a lot  in each

8     category.

9              W hat  these - -  w hat  these m arket ing

10     people do, they sit  dow n and - -  and they

11     provide you w ith a  list  to st im ulate, you

12     know , a ll var ious rendit ions w ith in these

13     categor ies.

14 Q.  What  - -  what  process was used to take the

15     longer list  and winnow it  down to the

16     shorter list?

17 A.  W e had - -  w e had a group m eet ing, w here w e

18     had - -  there w ere rea lly - -  there w ere

19     rea lly, you know , a  sm aller  group of people,

20     four  or  f ive people, that  - -  that  put  the

21     m ost  t im e into th is.

22              I t  w as m yself; it  w as Marty Mayse;

23     it  w as Steve Dim m er, the other  founder ;

24     Lorra ine W right , w e probably put  in

25     re la t ive ly m ore t im e in discussion, but
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1     there w as a lso a larger  group of som e of the

2     other  em ployees in the com pany that  w ere

3     a lso brought  in to com m ent  on - -  on just  gut

4     react ion, you know  - -  you know , w hat  k inds

5     of th ings that  star ted to shake out  as

6     people 's favor ites.

7 Q.  Let 's flip back in the slide deck to

8     Holaira 65, which is an air-cent r ic nam e,

9     and the nam e is Holaira?

10 A.  Yep.

11 Q.  Ult im ately, this is the nam e that  the

12     com pany selected, r ight?

13 A.  Yes.

14 Q.  Why did the com pany select  the nam e Holaira?

15 A.  The - -  there w ere - -  there w ere severa l

16     reasons that  th is one, as m ore and m ore

17     discussion w ent , rose to the top, and the

18     one that  I  liked the best  w as that  the

19     fundam enta l reason w hy I  th ink  our  product

20     is going to be so excit ing in the

21     m arketplace is because the current  standard

22     of care for  th is disease is - -  are these

23     inha lers, these drugs, you know , that  people

24     breathe - -  breathe in, but  w hat 's know n

25     by both - -  a ll physicians know  this, and the
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1     pharm aceut ica l com panies them selves

2     acknow ledge it , is that  the Achilles heel of

3     drugs that  they don't  ta lk  about  for

4     t reat ing lung disease is that , w hen they

5     breathe these drugs in - -  and they can only

6     be given by - -  by inha la t ion.  They can't  be

7     given by sw allow ing pills, and there 's

8     reasons for  that  pharm acologica lly, but  the

9     drugs w ill go preferent ia lly into those

10     sm all a irw ays that  are w ide open, and they

11     w on't  go to the ones that  are blocked, the

12     drugs.

13              So, the drugs, it 's est im ated,

14     achieve only m aybe at  best  5 0  percent  of the

15     potent ia l benefit  that  could be had if  you

16     had a w ay to get  - -  get  - -  you know , get , in

17     e ffect , in a ll of the a irw ays, not  just  the

18     open ones, but  that 's a lso not  rea lly know n

19     for  sure.  People debate that .

20              Som e people say it 's less even, you

21     know , but  - -  so, drug therapy is rea lly only

22     t reat ing par t  of the lung, you know , w hen

23     these - -  w hen it  goes in, but  it 's st ill

24     bet ter  than nothing.

25              Our  rea l benefit  of our  therapy by
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1     going in and denervat ing the nerves in the

2     r ight  and le ft  m ainstem  bronchus, and 1 0 0

3     percent  of a ll the nerves that  go to the

4     lungs go in - -  are in the w alls of that

5     r ight  and le ft  m ainstem  bronchus.  By

6     denervat ing, w e could dila te a ll the

7     a irw ays, the w hole th ing, the w hole lung,

8     and so, I  love the concept  that  w e' ll be the

9     f irst  com pany that  can t ru ly deliver  therapy

10     to the w hole lung, you know , and so - -  and,

11     w hereas, I  w ould say pharm aceut ica ls deliver

12     therapy to only par t  of the lung.  W e're the

13     w hole lung.

14              And so, the w hole focus here w as on

15     w hole, you know , W - H- O- L- E, but  the

16     m arket ing people, being the clever  w ay they

17     are, sa id, le t 's spell it  H- O- L, because

18     it 's pronounced exact ly the sam e w ay and

19     it 's clever .  Now , you're look ing like a

20     unique w ord, as opposed to W - H- O- L- E, w hich

21     is a  w ord that  everybody recognizes.

22              So, shor ten it  to Hol, H- O- L.  So

23     a ir  to the w hole lung, and that  rea lly

24     star ted to resonate to people as rea lly a  - -

25     a  cool th ing.
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1              The second th ing w as that  - -  w as

2     that , as the people star ted doing review s,

3     there 's very, very few  things in a ll of

4     m edicine, you know , w hether  it 's drugs or

5     procedures or  - -  or  w ords or  anything that

6     begin w ith the le t ter  H.  H is rea lly rare.

7     So, it  w as ext rem ely unique, and the other

8     th ing is is that  w e a lso found out  the w ord

9     holo, H- O- L- O, is actua lly another  w ord that

10     you can f ind out  there, and actua lly it s

11     der ivat ion is a lso w hole, you know ,

12     actua lly.  So, if  you drop the W  in - -  you

13     know , in languages, H- O- L- O, a lso m eans

14     w hole.  So, it  rea lly cam e through that  it

15     w as a ir  to the w hole lung and - -  and rea lly

16     unique.

17              The one th ing that  - -  that  I  had a

18     lit t le  hesita t ion about , w hich actua lly a lso

19     m akes it  - -  m ade it  rea lly unique, but  w as

20     that  w e st ruggled w ith, and w hen w e tested

21     th is around w ith dif ferent  people, people

22     had - -  w hen they sa id, w hat  do you th ink

23     w hen you see th is w ord?  W ell, you know ,

24     there 's a  derogatory st reet  slang term

25     ca lled ho, you know , like that  person's a
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1     ho.

2              Anyw ay, but  that  is a  negat ive

3     term , and - -  and so, w e st ruggled w ith the

4     fact  that  it  w ould have too st rong, you

5     know , a  dif ferent ia l, you know , in term s of

6     a  w ord being throw n into - -  into m edicine,

7     and so - -  but  the m arket ing people actua lly

8     k ind of liked that , because it  gave it  m ore

9     of an edge, you know , of uniqueness.  And,

10     by the w ay, nobody rea lly th inks that , you

11     know , as our  test ing - -  they rea lly see

12     "w hole,"  you know , is w here they go.

13 Q.  Can you describe for m e how the com pany

14     pronounces its nam e?

15 A.  Yeah, it 's Hol, H- O- L, hyphen, second

16     syllable, is a ir , A- I - R, and the last

17     syllable is A.  Three syllable, w here it 's

18     H- O- L, then second syllable A- I - R, another

19     syllable A, and w e rea lly dif ferent ia ted - -

20     w e rea lly w anted that  dif ferent ia ted a ll the

21     w ay to the point  that  on the - -  that , on the

22     logo, w e put  an um brella  of dots over  the

23     w ord A- I - R to dif ferent ia te the w ord "a ir "

24     and separate it  from  the syllable H- O- L, so

25     there w as no - -  no - -  to rea lly ca ll that
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1     out , to get  the w ord Hol on there, H- O- L,

2     and you've seen the - -  it 's on the business

3     cards.  You've seen the logo.

4 Q.  Going back to the - -  the short  list  of - -  of

5     nam es, there were - -  at  the back of the

6     slide deck, there are a num ber of nam es that

7     Holaira ult im ately did not  go with.

8 A.  W hat  page?

9 Q.  111?

10 A.  Oh, 1 1 1 .

11 Q.  Yep.  For exam ple - -  well,  first , let  m e ask

12     you this:   There are a num ber of nam es that

13     have Xs in the different  colum ns.

14 A.  Yeah.

15 Q.  Would we take that  to m ean that  the nam es

16     with Xs are in the running or out  of the

17     running?

18 A.  I n the running.

19 Q.  Why didn't  Holaira end up using the nam e

20     Vitaira?

21 A.  W ell, you know , there w ere people that  liked

22     Vita ira  in the group, but  - -  but  one of the

23     th ings that  - -  that  becam e a dif ferent ia tor

24     on that  one w as that , for  w hatever  reason,

25     and these th ings tend to go in t rends, but
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1     if  you look at  the last  four  or  f ive years

2     of m edica l device com pany nam es, there have

3     been a lot  of Vs.  There 's a  lot  of

4     com panies out  there that  star t  w ith V, and

5     so, for  that  reason, that  w as a

6     discr im inat ing - -  that  w as probably one of

7     the m ain reasons w hy w e m oved aw ay from  that

8     a t  the end of the day.  I n discussion, in

9     fact , m y f irst  com pany had begun w ith a  V,

10     Velocim ed, and that  w as a bias to m e.  I

11     didn' t  w ant  to do another  V com pany.

12 Q.  And why didn't  you select  Apaira?

13 A.  Again, I  th ink  that  it  w as a - -  there are A

14     com panies out  there, and w e thought  that  - -

15     w e thought  that  there w as another  com pany

16     out  there ca lled Alero, you know , that  w e

17     thought  that  looked a lit t le  close to, so w e

18     thought  Apaira  w as close to som e other

19     com pet itors.

20 Q.  And when you say "Alero,"  are you talking

21     about  the product  sold by Boston Scient ific?

22 A.  No.

23 Q.  What  - -

24 A.  I t 's a  pharm a - -  it 's a  pharm a drug.

25 Q.  And how do you spell that?
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1 A.  A- L- E- R- O, I  th ink  is the nam e of it  - -  is

2     how  it 's spelled.

3 Q.  Ult im ately, you went  with one of the

4     air-cent r ic nam es, Holaira?

5 A.  Yes.

6 Q.  Why did you go with an air-cent r ic nam e?

7 A.  I t  w as a category people liked the best .  I

8     m ean, it  is the fundam enta l basis of w hat  w e

9     do is to im prove a ir f low  to the lung.  I

10     m ean, it 's - -  it 's the closest .

11 Q.  Were you aware of any other com pany nam e,

12     product  nam es or t radem arks, that  had the

13     word air  within it  when you m ade the

14     decision to go with an air-cent r ic nam e?

15 A.  Yes, there 's a  lot  - -  there 's a  lot  of

16     "a irs"  out  there.

17 Q.  When you say " there's a lot  of airs out

18     there,"  what  do you m ean?

19 A.  I  m ean, there 's a  lot  of com panies - -  I

20     m ean, there 's a  lot  of products out  there

21     w here the syllable A- I - R is a  par t  of the

22     nam e.

23 Q.  And what  - -  what  field are those products?

24              MR. WALZ:   Object ion, foundat ion.

25     BY MR. HANSEN:
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1 Q.  Do you know - -  you m ent ioned that  there's a

2     lot  of words out  there with "air"  in it?

3 A.  Yes.

4              MR. WALZ:   Object ion, foundat ion.

5              MR. HANSEN:   To what?

6              MR. WALZ:   How does he know that

7     there are a lot  of products out  there that

8     have "air"  in it?  You can lay the

9     foundat ion.  I  don't  know how he knows that .

10              MR. HANSEN:   He just  test ified that

11     he knows it .

12              MR. WALZ:   How do you know it?

13     BY MR. HANSEN:

14 Q.  Okay.  Dr. - -

15 A.  I 've seen them  a pulm onary m eet ings and

16     genera lly follow  the litera ture.

17 Q.  Okay.  So, you work at  a com pany that  has a

18     product  - -  is developing a product  in the

19     pulm onary space, correct?

20 A.  Yes.

21 Q.  And through going to m eet ings in the

22     pulm onary space, you're aware of other

23     com pany nam es?

24 A.  And product  nam es, yeah - -  yes.

25 Q.  And is that  how you're aware of other - -
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1 A.  Yes.

2 Q.  - -  nam es using the word "air"?

3 A.  Yes.

4 Q.  And are those other product  nam es that  are

5     in your m ind in the pulm onary space?

6 A.  Yes.

7 Q.  Can you recall any of them ?

8 A.  Xola ir .

9 Q.  What  does Xolair  do?

10 A.  I t 's a  drug.

11 Q.  What  - -  are you aware of the term  "Alair"?

12 A.  Yes.

13 Q.  Sold by Boston Scient ific?

14 A.  Yes.

15 Q.  Why - -  what  considerat ion, if any, did you

16     take of that  nam e when deciding to choose

17     the nam e Holaira?

18 A.  Say that  again.

19              MR. WALZ:   I f I  could, you took a

20     piece of paper out  of your coat  pocket , and

21     you now seem  to be referr ing to it .

22              THE WI TNESS:   Yes, there's - -  I

23     have four nam es of com panies with "air"  in

24     it  that  I  think are really good exam ples.

25              MR. WALZ:   Okay.  That 's fine.  You
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1     can use it .

2              THE WI TNESS:   Okay.

3     BY MR. HANSEN:

4 Q.  Dr. Wahr, what  - -  what  exam ples are on that

5     piece of paper?

6 A.  W ell, there 's Singula ir , Xola ir , Vita lAire

7     and Alere, A- L- E- R- E.

8 Q.  Turning back to m y quest ion about  Alair , the

9     product  sold by Boston Scient ific, what

10     considerat ion, if any, did you take of the

11     existence of that  nam e when deciding to use

12     the nam e Holaira?

13 A.  W e w anted to m ake sure that  w e w ere very

14     dif ferent  from  any other  w ord, and I  w ould

15     say that  that  fe ll into that  category.  You

16     know , w e w ere - -  w e - -  as you saw  in the

17     previous slide, w e got  the list  of the other

18     leading - -  or  I  shouldn't  say leading, but

19     the know n products that  are used by

20     intervent ional pulm onologists, and so, w e

21     looked at  that  ent ire  list  and sa id, are w e

22     dif ferent  than a ll of these w ords, you know ,

23     and w e w ere - -  w e w ere confident  w e w ere

24     dif ferent  from  a ll of these w ords, because

25     nobody had anything that  looked like Hol,
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1     H- O- L, a t  the beginning of the w ord.

2 Q.  What  - -  why did you want  to be different

3     from  Alair?

4 A.  Because eventua lly - -  because w e have a

5     unique product , and w e w ant  our  - -  our

6     physicians, w ho are our  m ain custom ers,

7     to - -  to have no confusion about  w hat  w e are

8     doing.

9 Q.  Let 's turn to the - -  the developm ent  of the

10     Holaira products.

11              I  understand, and certainly tell m e

12     if I 'm  wrong, I  understand that  the Holaira

13     product  is not  com m ercially available in the

14     United States?

15 A.  I t 's a  clin ica l stage com pany.

16 Q.  When you say " it 's a clinical stage

17     com pany,"  what  do you m ean?

18 A.  I t 's not  approved for  use, you know , for

19     com m ercia l sa le.

20 Q.  And what  - -  what  process is the com pany

21     undertaking to becom e approved for

22     com m ercial sale?

23 A.  W e're doing a - -  w e're w ork ing through

24     clin ica l t r ia ls, you know , hum an clin ica l

25     t r ia ls, and the - -  the process that  - -  that
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1     w e 're doing is w e're doing a three - -

2     three- stage developm ent  program , w hich has

3     began w ith Phase 1  clin ica l t r ia ls.  W e

4     f in ished that .

5              W e're in w hat  are now  ca lled

6     Phase 2  clin ica l t r ia ls, and then if  our

7     data looks good in the Phase 2  t r ia ls, w e' ll

8     m ove on to w hat 's ca lled Phase 3  clin ica l

9     t r ia ls, w hich w ould be the pivota l t r ia l.

10     W e're in the m iddle of Phase 2  r ight  now .

11 Q.  Why is the com pany undertaking that  process?

12 A.  W ell, the product  is - -  because the product

13     is novel and has never  been done before, you

14     need to be very careful, you know , as you

15     w ork  your  w ay through the developm ent

16     process, that  you m ake sure that  - -  that

17     your  product  is safe, f irst  of a ll, and the

18     w ay that 's done in the eyes of the

19     regula tory author it ies is they w ill approve

20     you to t reat  a  sm all num ber of pat ients.

21              You t reat  those pat ients in the

22     Phase 1  t r ia l, and then if  that  looks good,

23     then they' ll give you a larger  num ber of

24     pat ients you can t reat , w hich is basica lly

25     Phase 2  t r ia ls.  I f  that  data looks good,
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1     and basica lly Phase 1  and - -  Phase 1  t r ia ls

2     are rea lly focused on safety.  You know ,

3     they - -  the w ay th is w orks, they f irst  w ant

4     to know  that  you're not  going to hur t

5     anybody, and then if  they - -  if  you pass

6     that  bar , then you m ove on to w here your

7     t r ia ls w ill be big enough that  you can star t

8     to, in follow up test ing, show  that  you're

9     actua lly beneficia l, you know , but  safety

10     com es f irst , and then you m ove on to the

11     benefit  par t .

12              So, Phase 2  k ind of a t tem pts to

13     re- corroborate the safety issue of Phase 1

14     in a  large enough pool of pat ients that  you

15     m ight  be able to star t  to get  a  signal to

16     understand your  - -  your  eff icacy of a  m ark .

17     The other  th ing - -  the other  par t  about

18     Phase 2  t r ia ls is that  you a lso are a llow ed

19     to star t  explor ing som e other  param eters,

20     such as dose and, you know , som e other

21     var iables about  your  product .

22 Q.  You m ent ioned - -

23 A.  But  w hen you get  to Phase 3  - -  w hen you get

24     to Phase 3 , you need to have your  f ina l

25     procedure and your  energy dose and
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1     everything has to be defined and done, and

2     then that 's it , and that  w ould be the t r ia l

3     in w hich eventua l approvals are based is

4     Phase 3 .

5 Q.  You m ent ioned earlier that  there are three

6     classes of products within the FDA?

7 A.  Right .

8 Q.  What  class of product  is the Holaira System ?

9 A.  I t 's Class 3 , and genera lly Class 3  products

10     are the products w here you w ould go through

11     th is t ype of ex tensive clin ica l test ing

12     program .

13              Class 1  products, for  exam ple, m ay

14     not  need any clin ica l test ing at  a ll.  I

15     m ean, they could litera lly just  - -  in

16     hum ans, they could just  be developed on a

17     benchtop som ew here and get  approval.

18              Genera lly, Class 2  products are

19     som ew here in betw een.  Genera lly, they

20     require a  - -  som e hum an test ing in a  t r ia l,

21     but  for  sure Class 3  products require, you

22     know , an extensive developm ent  program  since

23     it 's never  been done before, and you've

24     rea lly got  to prove that  safety th ing

25     before - -  before they're going to le t  it  go
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1     out  on the m arket .

2 Q.  What  indicat ion is being sought  for the

3     Holaira products?

4 A.  Pat ients of - -  pat ients w ith m oderate to

5     severe COPD.

6 Q.  Let 's turn now, Dr. Wahr, to the use of the

7     nam e Holaira.

8              When did - -  when did the nam e

9     Holaira start  being used by the com pany, if

10     you recall?

11 A.  Probably in the f irst  quar ter , f irst  quar ter

12     of 2 0 1 3 .  W e - -  yeah, plus or  m inus a m onth

13     or  tw o, som ew here in there.

14 Q.  And how is the - -  how is the Holaira nam e - -

15     how is the Holaira nam e used?

16 A.  W e use it  - -  I  m ean, it 's the nam e of the

17     com pany.  I t 's on the building.  I t 's - -

18     it 's on our  business cards.  I t 's the nam e

19     on our  W ebsite, and it 's - -  and it 's the

20     nam e on - -  you know , on the product .

21              You know , I  m ean, it 's the Hola ira

22     Lung Denervat ion System .  I t 's on the

23     console, and it 's - -  w e use it  on our  slide

24     tem plate - -  our  Pow erPoint  slide tem plate

25     that  w e use w hen w e present  abst racts and
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1     our  scient if ic data.  I  m ean, it 's the nam e

2     of - -  it 's the nam e of the system  and the

3     nam e of the com pany, so it 's on that  stuff.

4 Q.  At  what  events, if any, has Holaira

5     presented to physicians?

6 A.  Publicly, public presentat ions of our

7     com pany to date has only happened one t im e,

8     and that  w as - -  our  com ing- out  par ty for

9     public presentat ion w as at  the European

10     Respira tory Society m eet ing in Munich,

11     Germ any last  fa ll.

12              That 's the only public

13     presentat ion, you know , a t  a  - -  a t  a  t rade

14     show , and w e did not  have a booth.  I t

15     w as - -  w e w ere star t  of the scient if ic

16     agenda.  W e had abst racts that  w ere accepted

17     for  presentat ion, and w e did one evening

18     sym posium , you know , w here w e sum m ar ized our

19     product  for  the - -  you know , for  the

20     a t tendees.

21 Q.  And what  were the at tendees?  Who was the

22     audience at  that  - -

23 A.  Pr im ar ily intervent ional pulm onologists, as

24     w ell as, in genera l, pulm onologists.  That

25     w ould - -  that  m ade up the m ajor it y of the
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1     audience, and then there w ere indust ry

2     people there as w ell.

3              You know , w henever  a  new  product  is

4     k ind of like show n at  one of these m eet ings,

5     other  com panies that  are in the space a lw ays

6     com e out  of interest  as w ell, as you w ould

7     expect .

8 Q.  When I  asked a few quest ions ago, you m ade a

9     dist inct ion, I  think, between public and

10     pr ivate presentat ions?

11 A.  Yes.

12 Q.  Has the com pany done any pr ivate

13     presentat ions?

14 A.  Yes.  Oh, yes.  I  m ean, everybody - -  you

15     know , a ll of our  physicians, w ho are

16     invest igators in our  clin ica l t r ia ls, you

17     know , obviously, have had pr ivate

18     presentat ions, and not  only pr ivate

19     presentat ions, but  have gone through

20     t ra in ing, ex tensive t ra in ing, on how  to use

21     the device, and so, there 's been m eet ings

22     w ith that  group of doctors, but  w e a lso have

23     m eet ings w ith physicians in pr ivate that  are

24     other  key opinion leaders, KOLs, that  stands

25     for  key opinion leaders, leading physicians
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1     in the intervent ional pulm onary space, to

2     get  the ir  feedback and input  and, you know ,

3     react ion to w hat  w e're doing.

4              So there 's been a num ber of those

5     m eet ings as w ell.

6 Q.  And in those m eet ings you use the nam e

7     Holaira?

8 A.  Yes.

9 Q.  Approxim ately how m any private presentat ions

10     would you say that  Holaira has had?

11 A.  Over  - -  since I  have been CEO, those types

12     of m eet ings, fa ir ly form al m eet ings, I  w ould

13     say at  least  5 0 .

14 Q.  And are those to intervent ional

15     pulm onologists in the United States or

16     elsewhere?

17 A.  Both Europe and the United States.

18 Q.  And within the United States, how m any of

19     those types of m eet ings have you had?

20 A.  Probably about  a  th ird of them  have been

21     w ith US docs; tw o- thirds of them  w ith

22     European physicians.

23 Q.  Has - -

24 A.  Our US - -  our  US - -  w e have no US clin ica l

25     sites yet .  You know , w e're hopeful w e' ll
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1     have som e la ter , you know , in the not  too

2     distant  future.

3 Q.  Has Holaira used the nam e Holaira in any

4     press releases?

5 A.  Yes.

6 Q.  Do you know about  how m any in the last , what

7     is it ,  three and a half years?

8 A.  Since I  have been CEO, there have been f ive

9     press re leases.

10 Q.  What 's the general topic of those press

11     releases, if you recall?

12 A.  The m ajor it y of the - -  m ost  of them  w ere

13     re la ted to f inance.  I t 's com m on to do press

14     re leases after  you ra ise m oney successfully,

15     and - -  or  to announce, say, a  key new

16     em ployee hire, and then I  th ink  one of them

17     w as on - -  you know , w as announcing our

18     clin ica l data that  w as going to be show n at

19     the European Respira tory Society.

20 Q.  Has Holaira - -

21 A.  They're - -  they're a ll posted on the

22     W ebsite .

23 Q.  Has Holaira clinical data been published in

24     any m edical journals?

25 A.  Yes.  Yeah, our  Phase 1  - -  our  f irst
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1     clin ica l t r ia l now  is published in a

2     peer- review ed journa l ca lled Thorax.

3 Q.  Has - -  are you aware of any confusion

4     between Holaira and Alair?

5 A.  None.

6 Q.  Are you aware of any confusion between or

7     about  Holaira's affiliat ion or lack of

8     affiliat ion with Boston Scient ific?

9 A.  None.

10 Q.  Let 's turn now, Dr. Wahr, to the sales

11     process for the Holaira product .

12              First , who is the - -  the target

13     custom er for the Holaira products?

14 A.  The intervent ional pulm onologists.

15 Q.  Why is that?

16 A.  Because our  product  w ill - -  w ill be labeled

17     that  it  is only for  use by an intervent ional

18     pulm onologist .  That  w ill be - -  and then

19     even if  you are a  Board- cer t if ied

20     pulm onologist , j ust  that  by it se lf  is not

21     suff icient .  You w ill a lso have to go

22     through and f in ish the form al t ra in ing

23     program .

24 Q.  I ' ll dig into the form al t raining program  in

25     just  a m inute.
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1 A.  Okay.

2 Q.  But  you m ent ioned it  will be labeled?

3 A.  Yeah.

4 Q.  What  - -  what  does that  m ean, " it  will be

5     labeled"?

6 A.  W ell, the - -  the - -  w hen the FDA approves a

7     product , they - -  they define in the label

8     w ho the pat ients are that  - -  w hat  are the - -

9     w hat  are the inclusion cr iter ia  that  the

10     pat ient  m ust  have in order  to be a candidate

11     for  the therapy.

12              I n our  case, it  w ould be m oderate

13     to severe COPD, you know , and w hat  the

14     test ing param eters are that  m ake that

15     pat ient  form ally e ligible to get  the

16     therapy; and, num ber tw o, w hat  are - -  w hat

17     are the requirem ents for  a  person to be - -

18     to use the device.

19              You know , w hat  is the t ra in ing

20     qua lif ica t ions, you know , for  a  person to be

21     able to use the device.  Those are defined

22     as par t  of a  product  being approved by the

23     FDA.

24 Q.  What  - -  what  sales - -  I  understand the

25     product  isn't  com m ercially available as of
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1     yet , but  does the com pany have som e sense as

2     to what  sales process it  intends to em ploy

3     when the product  becom es com m ercially

4     available?

5 A.  Yes.  I  m ean, yes.  I  m ean, w e don't  have a

6     deta iled plan, because that 's out  there in

7     the future, you know , a  num ber of years,

8     but  - -  but  a t  a  high level, yes, and our

9     plan for  com m ercia lizat ion w ill be a  direct

10     sa les force.

11 Q.  And what  do you know by a direct  sales

12     force?

13 A.  Meaning - -

14 Q.  Can you describe that?

15 A.  Meaning w e w ill not  use dist r ibutors or

16     other  th ird- par t ies to - -  to se ll our

17     product .

18 Q.  And how would the - -  what 's the concept  of

19     how the direct  sales force would go about

20     selling the product?

21 A.  I t  w ould be - -  it  w ould be direct  from  - -  I

22     m ean, it  w ould be direct  to the

23     intervent ional pulm onologists.  I t  w ould be

24     direct  point - of- contact  w ith the

25     intervent ional pulm onologists.
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1 Q.  You m ent ioned that  that 's a few years out .

2              Do you have an est im ate as to how

3     far out  that  is?

4 A.  The - -  the - -

5 Q.  I  should have asked a m ore clear quest ion.

6              

7     

8     

9

10     

11     

12     

13     

14     

15     

16 Q.  You m ent ioned that  t raining - -

17 A.  Yes.

18 Q.  - -  will be required to be able to use this

19     product?

20 A.  Yes.

21 Q.  What  - -  can you describe for m e what  that

22     t raining is?

23 A.  Yes, the - -  the t ra in ing program , it  isn ' t

24     j ust  a  t ra in ing program  for  a  com m ercia l

25     product .  The t ra in ing program  is a lso a
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1     requirem ent  even to just  be doing our

2     clin ica l t r ia ls a t  th is point  in t im e, you

3     know , w here w e - -  anybody w ho's going to be

4     an invest igator  for  us has to go through the

5     form alized t ra in ing program , w hich consists

6     of both didact ic, w here it 's slide

7     presentat ions, you know , to inst ruct  them  in

8     every aspect  of how  to use both the console

9     and the device it se lf , you know , how  to run

10     them , how  to posit ion them .

11              But  there 's a lso a - -  you know , so,

12     there 's a  m echanica l par t  to it , but  there 's

13     a lso an educat ion about  pat ient  se lect ion,

14     you know , ent ry cr iter ia , you know , for

15     pat ients and a lso how  the pat ients are

16     follow ed up afterw ards.  So, it 's a

17     com prehensive, you know , a ll - -  a ll par ts of

18     it .

19              And in addit ion to the didact ic

20     presentat ions, there 's a lso a hands- on

21     t ra in ing process, w here - -  w here they use

22     the device on a m annequin, as w ell as on a

23     hum an cadaver , in a  cadaver  lab.

24 Q.  And who provides this t raining to

25     physicians?
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1 A.  The com pany.  W e do, the com pany.  You know ,

2     our  - -  our  technica l team .

3 Q.  Com pany em ployees?

4 A.  Com pany em ployees, yeah.

5 Q.  I s there any support  provided by com pany

6     em ployees at  actual pat ient  cases?

7 A.  Yes.  After  - -  a fter  com plet ing the t ra in ing

8     program , there is com pany suppor t  a t  a ll of

9     the clin ica l cases, 1 0 0  percent  of them , and

10     w hen - -  and w e ant icipate that  that  w ill go

11     on throughout  the ent ire  clin ica l program ,

12     and the term  they use for  th is is

13     proctor ing, you know , in the m edica l w or ld;

14     and there w ill be a  requirem ent  that  com es

15     in a t  the t im e of approval by the FDA for

16     w hen the product  goes com m ercia l w ill be a

17     specif ic designat ion for  how  m any cases

18     a fter  com plet ing the t ra in ing program  a

19     physician has to be proctored before he can

20     rea lly be turned loose, you know , to just  do

21     these cases in an unsupervised fashion.

22              And w here that  num ber is going to

23     be for  the num ber of required proctored

24     cases, isn ' t  set t led yet .  I  m ean w e' ll

25     learn m ore about  that  as - -  as w e go through
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1     the w hole clin ica l program , but  I  w ould

2     expect  it  w ill probably be in the

3     three- to- f ive- case range.

4 Q.  How - -  how, if at  all,  are pat ients targeted

5     for Holaira m arket ing?

6 A.  W e don't  do any - -  any - -  any m arket ing to

7     pat ients, you know , a t  th is point .  Pat ients

8     have the potent ia l to becom e aw are of us,

9     you know , by f inding - -  you know , by

10     discover ing it , you know , by reading

11     j ourna ls or  going on the W ebsite or  th ings

12     like that , but  w e don't  act ive ly do any

13     m arket ing to pat ients.

14 Q.  What  is the - -  does the com pany have a sense

15     as to what  the pr ice-point  for the Holaira

16     System  will be once it 's com m ercially

17     available?

18 A.  W ell, it  w ill be - -  there 's tw o com ponents

19     to it .  There w ould be the catheter , you

20     know , the dNerva catheter , w ill have - -

21     w hich is a  disposable, one- t im e use, and

22     w ill have one pr ice; and then the console,

23     w hich can be used repeatedly, you know , on

24     m any cases, w ill be another .

25              So, there w ill be tw o purchased
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1     th ings; the console and the catheter .  

2     

3     

4     

5     

6     

7 Q.  Are you fam iliar - -  in your t im e as an

8     intervent ional cardiologist , and as well as

9     based on your experience selling Class 3

10     m edical devices, are you fam iliar with the

11     process for purchasing Class 3 m edical

12     devices?

13 A.  I n hospita ls?

14 Q.  Correct .

15 A.  Yes.

16 Q.  What  - -  who m akes the decision to purchase a

17     Class 3 m edical device?

18 A.  Hospita ls have w hat 's ca lled a purchasing

19     depar tm ent , and the purchasing depar tm ent  is

20     rea lly the one that  - -  they issue the

21     checks.  I  m ean, that 's w here - -  that 's the

22     key th ing you got  to get  past , and they have

23     form alized processes for  how  they m ake the

24     decisions.

25              And, in genera l, the process star ts
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1     w hen a physician te lls the purchasing

2     depar tm ent  that  there 's a  new  product , or  in

3     som e cases, the product 's been around, but

4     j ust  hasn't  been there on - -  you know ,

5     ava ilable before, a  physician m akes a

6     request  that  they w ould like to have a

7     product , you know , put  in the inventory or

8     on the shelf, so to speak, a t  the hospita l.

9              And then w hen that  happens, a

10     process star ts in the purchasing depar tm ent ,

11     w here - -  w here it 's basica lly an applicat ion

12     process w here you have to educate the

13     purchasing depar tm ent  about  w hat  it  is, w hat

14     it s m er it s are, you know , w hat  it s potent ia l

15     benefit s are, you know , to the pat ient .

16              I t 's usually in it ia ted by - -  it  can

17     be in it ia ted by any one of the physician,

18     you know , specia lt ies in the hospita l.

19     Genera lly purchasing depar tm ents then

20     consider  other  th ings.  They m ight  - -  they

21     m ight  ask  for  feedback from  other

22     specia lt ies that  w ould know  about  th is.

23     They - -  they w ould - -  they m ay look for

24     m edica l society recom m endat ions.  They

25     w ould - -  they a lso w ould look very carefully
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1     about  w hether  there 's re im bursem ent

2     ava ilable.

3              Som et im es hospita ls w ill decide

4     th is is a  great  product , but  because no

5     re im bursem ent  is ava ilable from  the

6     insurance com panies, they st ill w on't  put  it

7     on the shelf.  You know  - -  you know , and

8     that 's w hen it  som et im es com es into

9     conflict , you know , hospita l - -  I  m ean,

10     physicians versus hospita ls that  - -  you

11     know , if  the physicians w ant  it , and the

12     hospita l doesn't  w ant  to buy it , those are

13     interest ing discussions, but  it 's a  pret ty

14     involved process.

15 Q.  And why does the direct  sales force - -  or

16     why is the intent  for the direct  sales force

17     at  Holaira to work direct ly with

18     intervent ional pulm onologists as opposed to

19     the purchasing departm ent?

20 A.  I t 's both a  com binat ion of the com plex it y of

21     the product , plus the cost , and - -  and

22     that 's too m uch to rea lly re ly on a

23     dist r ibutor  for .

24              You know , dist r ibutors are

25     rea lly - -  in m y exper ience, do best  w ith
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1     com m odity- type products, you know , that

2     don't  require educat ion.  You know , like for

3     exam ple, if  you had a - -  there 's 3 0

4     dif ferent  h ip prostheses out  on the m arket ,

5     and they're very - -  and in m any cases very

6     hard to dif ferent ia te one from  another .  You

7     know , a  com pany m ight  give a dist r ibutor ,

8     here 's our  hip prostheses, go out  there and

9     se ll it ,  and - -  because it 's not  a  technica l

10     sa le, and if  - -  but  as products get  m ore and

11     m ore sophist icated, it 's a  - -  you need your

12     ow n highly, h ighly educated com pany

13     representat ive to go in there and - -  and

14     educate - -  you know , educate that  physician,

15     and then the hospita l too.

16              I  m ean, you know , the com pany reps

17     get  involved in the - -  in the educat ion par t

18     even w ork ing w ith the purchasing depar tm ents

19     as w ell.

20 Q.  And what  - -  what  role does the physician

21     have in the decision to purchase the

22     product?

23 A.  He is a  - -  he m akes a recom m endat ion, but

24     h is recom m endat ion is essent ia l to star t ing

25     the process.  I  don't  know  of any situat ion
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1     w here a hospita l purchasing depar tm ent  w ould

2     j ust , on their  ow n, decide they w ant  to put

3     som ething on the shelf.  That  w ouldn't

4     happen.

5 Q.  With a Class 3 m edical device, is it

6     possible for a pat ient  to purchase the

7     product?

8 A.  No.

9 Q.  Why not?

10 A.  I t  can't  be sold.  I t 's not  for  sa le to - -

11     to pat ients.  I t 's for  sa le only to - -  to

12     the hospita l's purchasing depar tm ent  on the

13     recom m endat ion, you know , of the

14     pulm onologist .

15 Q.  How would a pat ient  who com es across the

16     Holaira nam e, once the product 's

17     com m ercially available, how would that

18     pat ient  possibly get  the t reatm ent?

19 A.  They w ould have to - -  they w ould have to

20     ident ify a  hospita l and physician that  - -

21     that  are approved to do the procedure and go

22     to that  m edica l center .

23              MR. HANSEN:   Why don't  we go off

24     the record.  I ' ll go through m y notes and

25     see if I  have any other quest ions for you,
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1     Dr. Wahr.

2              THE WI TNESS:   Okay.

3              (Break taken.)

4              MR. HANSEN:   Dr. Wahr, I  have no

5     further quest ions for you at  this t im e.

6     Thank you.

7              Do you want  to take a break,

8     or do you want  to - -

9              MR. WALZ:   Yeah, if we can take a

10     break, and I  can just  kind of get  som e docs

11     ready, and then we'll com e back.

12              (Break taken.)

13                   EXAMI NATI ON

14     BY MR. WALZ:

15 Q.  Dr. Wahr, are you ready?

16 A.  Yes.

17 Q.  Okay.

18              MR. WALZ:   I ' ll j ust  have you m ark

19     this first .

20              (Exhibit  Num ber 3 was m arked.)

21     BY MR. WALZ:

22 Q.  So, Dr. Wahr, you've been handed what 's been

23     m arked as Deposit ion Exhibit  Num ber 3.  This

24     was a docum ent  produced by Holaira.

25              Do you recognize that  docum ent?
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1 A.  Yes.

2 Q.  And if we turn to page - -  well,  it 's

3     Bate-num bered 1392?

4 A.  Yes.

5 Q.  At  the bot tom  there, there's - -  next  to

6     signature, Dennis W. Wahr;  is that  correct?

7 A.  Yes.

8 Q.  And that  is your signature?

9 A.  Yes.

10 Q.  And - -

11 A.  W ell, I  don't  see a signature, but  it 's m y

12     nam e typed.

13 Q.  That 's an elect ronic signature, correct?

14 A.  Oh, okay.  All r ight .

15 Q.  And you signed this applicat ion, correct?

16 A.  I  - -  I  probably did, yes.  I t 's three years

17     ago.

18 Q.  So, it 's possible that  som eone else signed

19     this applicat ion?

20 A.  No, I  j ust  don't  see m y signature on here.

21              MR. HANSEN:   Object ion to the form .

22              THE WI TNESS:   No.  Yeah, so, you

23     know, I  m ean I 'm  taking your word for it

24     that  som ebody printed this up with num bers.

25     BY MR. WALZ:
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1 Q.  Right .  And you reviewed this applicat ion

2     before you signed it ,  correct?

3 A.  Yes.

4 Q.  And you understood what  you were applying

5     for when you sign the applicat ion, correct?

6 A.  Yes.

7 Q.  And all the inform at ion in this applicat ion

8     was correct  as of Decem ber 19th, 2012 when

9     the applicat ion was signed, correct?

10 A.  I  haven't  - -  it 's been a long t im e since

11     I 've read it , but  I  assum e it  w as.

12 Q.  So, if we look at  the - -  let 's see here, if

13     we look at  the page Bate-num bered 1391?

14 A.  Yes.

15 Q.  You will see, next  to I nternat ional Class

16     10, there's a descript ion that  reads:

17     Medical devices, m edical apparatus and

18     inst rum ents?

19 A.  Yes.

20 Q.  Now, that  ident ificat ion was at  som e point

21     am ended;  is that  correct?

22 A.  I  don't  know  if  w e am ended this or  not .  I

23     don't  know  the answ er to that .

24 Q.  Okay.

25 A.  I  don't  understand your  quest ion.
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1              ( Exhibit  Num ber 4  w as m arked.)

2     BY MR. WALZ:

3 Q.  So, you've been handed what 's been m arked as

4     Deposit ion Exhibit  Num ber 4.  This is a

5     pr intout  from  the United States Patent  and

6     Tradem ark Office test  database, and next  to

7     the Goods and Services heading, there's a

8     descript ion that  reads:   Medical devices for

9     t reat ing obst ruct ive lung diseases;  m edical

10     apparatus and inst rum ents for t reat ing

11     obst ruct ive lung diseases.

12              Do you see that?

13 A.  Yes.

14 Q.  And that 's different  from  the descript ion we

15     saw on Exhibit  3, correct?

16 A.  I n that  paragraph that  star ts,

17     " I nternat ional Class;"  you're referr ing to?

18 Q.  Correct , on Exhibit  Num ber 3.

19 A.  W ell, it 's - -  I  m ean, the w ording is

20     slight ly dif ferent , but  it 's saying the sam e

21     th ing.  I  m ean, it 's - -  it 's a  device for

22     t reat ing obst ruct ive - -  it 's a  m edica l

23     apparatus and inst rum ent .  The one - -  the

24     one on the r ight  is - -  looks like it 's m ore

25     deta iled.
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1 Q.  And when you say " the r ight ,"  you're

2     referr ing to Exhibit  Num ber 4, correct?

3 A.  Right .

4 Q.  And looking at  Exhibit  Num ber 4, does that

5     descript ion accurately reflect  the device

6     that  will be used in connect ion with the

7     Holaira m ark?

8 A.  Yes, th is is appropr ia te.

9 Q.  Okay.  And you have no intent ion of further

10     am ending or clar ifying the ident ificat ion

11     descript ion that  you see in Exhibit

12     Num ber 4, correct?

13 A.  Not  a t  th is point  in t im e.

14 Q.  Okay.  And just  for a purpose of clar ity, I

15     think when you were discussing before the

16     difference between dNerva - -  the m ark

17     dNerva - -

18 A.  Yes.

19 Q.  - -  and the Holaira m ark, you m ent ioned that

20     dNerva will be used as the product  nam e, but

21     that  Holaira is going to be the com pany

22     nam e?

23 A.  Hola ira  - -  Hola ira  is the com pany nam e.  The

24     system , you know , the w hole system  that

25     consists of the console, you know , and the
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1     catheter , w e ca ll the Hola ira  Lung

2     Denervat ion System .

3 Q.  Okay.

4 A.  But  the catheter , the catheter  that 's

5     disposable, the par t  that  goes through the

6     bronchoscope, is the dNerva catheter .

7 Q.  I  see, okay.

8              (Exhibit  num ber 5 was m arked.)

9     BY MR. WALZ:

10 Q.  So, you have been handed what 's been m arked

11     as Deposit ion Exhibit  Num ber 5.

12              Do you recognize this docum ent?

13 A.  Yes.

14              MR. HANSEN:   I ' ll j ust  object  it 's

15     outside the scope of the direct  exam inat ion.

16              MR. WALZ:   We'll br ing it  within

17     the scope.

18              THE WI TNESS:   Yes.

19     BY MR. WALZ:

20 Q.  You do recognize it?  Okay.

21              And if we flip to the second to the

22     last  page again at  the bot tom , we see next

23     to signature, Dennis Wahr?

24 A.  Yes.

25 Q.  That  is your signature?
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1 A.  Yes.

2 Q.  And you did sign this applicat ion as well?

3 A.  Yes.

4 Q.  Okay.  And then if we look on the third page

5     from  the end, next  to Class 10, we see

6     m edical devices, m edical apparatus and

7     inst rum ents, correct?

8 A.  Yes.

9              ( Exhibit  Num ber 6  w as m arked.)

10     BY MR. WALZ:

11 Q.  So, you have been handed what 's been m arked

12     as Deposit ion Exhibit  Num ber 6.  This is a

13     pr intout  from  the United States Patent  and

14     Tradem ark Office test  database.  I t 's for

15     the dNerva m ark, and, again, next  to the

16     heading Goods and Services, we see m edical

17     devices for t reat ing obst ruct ive lung

18     diseases;  m edical apparatus and inst rum ents

19     for t reat ing obst ruct ive lung diseases?

20 A.  Yes.

21              MR. HANSEN:   Object ion, outside of

22     the scope of the direct  exam inat ion.

23     BY MR. WALZ:

24 Q.  And sim ilar to the Holaira m ark we saw

25     before, com paring the Exhibit  6 to
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1     Exhibit  5, the descript ion was am ended,

2     correct , to what  appears on Exhibit  6?

3              MR. HANSEN:   Sam e object ion.

4              You can answer.

5              THE WI TNESS:   Okay.  The words on

6     the - -  on the Exhibit  6 are - -  are slight ly

7     different  than here, but , again, it  appears

8     like they're saying the sam e thing.

9     BY MR. WALZ:

10 Q.  And if we com pare Exhibit  6 with, I

11     believe - -  what  was the Holaira - -  I  can't

12     rem em ber the num ber - -  test  page?  So, is

13     that  Exhibit  4?

14 A.  4 .

15 Q.  So, if we com pare what 's in Exhibit  - -  the

16     ident ificat ion in Exhibit  6 with the

17     ident ificat ion of the goods descript ion in

18     Exhibit  4, those descript ions are the sam e?

19 A.  They look the sam e.

20              MR. HANSEN:   Sam e object ion.

21     BY MR. WALZ:

22 Q.  Okay.  And if you look at  Exhibit  1 - -

23              MR. HANSEN:   Do you m ean Exhibit  3,

24     Brad?

25              MR. WALZ:   I 'm  sorry, Exhibit  3.
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1     BY MR. WALZ:

2 Q.  I f we look at  the page that 's num bered 1391,

3     underneath that  I nternat ional Class 10,

4     there's an I ntent  to Use, and it  says:   The

5     applicant  has a bona fide intent ion to use

6     the - -  or use through an applicant 's related

7     com pany or licensee the m ark in com m erce or

8     in connect ion with the ident ified - -  on or

9     in connect ion with the ident ified goods or

10     services.

11              Do you see that?

12 A.  Yes.

13 Q.  And at  the t im e you signed this applicat ion,

14     you had the present  intent  to use the

15     Holaira m ark in connect ion with a m edical

16     device for t reat ing obst ruct ive lung

17     diseases, m edical apparatus and inst rum ents

18     for t reat ing obst ruct ive lung diseases,

19     correct?

20 A.  Yes, a fter  going through a ll the appropr ia te

21     regula tory approvals.

22 Q.  Right .

23 A.  Yeah.

24 Q.  And after - -  if we look at  Exhibit  5, that 's

25     the dNerva applicat ion, looking on page - -
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1     page 4, under that  I nternat ional Class 10,

2     we have that  sam e " intent  to use" language?

3              MR. HANSEN:   Object , outside the

4     scope.

5              You can answer.

6              THE WI TNESS:   Yes.

7     BY MR. WALZ:

8 Q.  And the dNerva applicat ion was filed, if we

9     look at  the second to the last  page - -  or

10     was signed, I  should say, on April 25th,

11     2013, correct?

12 A.  Yes.

13 Q.  And then if we look at  Exhibit  6, and we

14     look at  the filing date, it  was actually

15     filed the sam e day as well,  correct?

16 A.  Yes.

17 Q.  And that 's approxim ately four m onths after

18     the Holaira applicat ion, which is Exhibit  3,

19     was signed by you, correct?

20 A.  Yes.

21 Q.  So, m y quest ion is:   How could you have a

22     bona fide intent  to use the Holaira m ark if

23     four m onths later you filed an applicat ion

24     for the dNerva m ark with the exact

25     ident ificat ion of goods descript ions?
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1 A.  W ell, the - -  w e decided that  w e w anted a

2     dist inct  nam e for  - -  for  the actua l catheter

3     it se lf  versus the system , and so, w e w anted

4     one m ore - -  w e w anted a dif ferent  - -  it 's

5     dif ferent  par ts of - -  it 's a  specif ic par t

6     of the bigger  system .

7              You know , the system  is the Hola ira

8     Lung Denervat ion System , but  the disposable

9     product  is it s ow n ent it y.  I t 's dif ferent .

10 Q.  So, is the dNerva applicat ion, the I D in

11     that  dNerva applicat ion, m isdescript ive of

12     the goods that  will actually be used in

13     connect ion with the m ark?

14              MR. HANSEN:   Object  to form  and

15     outside the scope.

16     BY MR. WALZ:

17 Q.  I  guess I 'm  t rying to find out  if one of

18     these applicat ions is m isdescript ive of - -

19     of what  you intend to use the m ark for?

20 A.  W ell, the - -  the descr ipt ion is genera l.  I

21     m ean, they both apply.  I  m ean, it 's

22     accurate for  both.  I t 's a  correct

23     designat ion for  both - -  both m arks.

24 Q.  But  you said dNerva would be used in

25     connect ion with the disposable catheter, not
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1     a m edical device for t reat ing obst ruct ive

2     lung diseases?

3 A.  W ell - -

4              MR. HANSEN:   Object  to the form .

5              THE WI TNESS:   Well, the catheter is

6     part  of the system .  So, it  would be used in

7     the sam e way, and you're confusing m e.  I 'm

8     not  sure where you're going with that .

9     BY MR. WALZ:

10 Q.  That 's okay.  We can m ove on.

11 A.  Okay.

12 Q.  So, the Holaira device can be used to t reat

13     chronic asthm a, correct?

14 A.  I n theory, if  w e - -  if  w e chose to go that

15     w ay, in theory, it  could, yes.  I t  w ould be

16     a  com plete ly new  clin ica l developm ent

17     program .

18 Q.  And that  is an area that  you're thinking of

19     expanding into, correct?

20 A.  Not  r ight  now .

21 Q.  But  it  is som ething that  you have - -

22 A.  I t 's theoret ica lly possible that  w e could

23     m ake that  decision at  som e point  in the

24     future.

25 Q.  Right .  But  you've prom oted that  to
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1     potent ial investors and - -  and ident ified it

2     as a potent ial area?

3 A.  Yes.

4 Q.  And you m arket  - -  as you test ified, you

5     m arket  the device to physicians, r ight ,

6     intervent ional pulm onologists?

7 A.  I ntervent ional pulm onologists.

8 Q.  Okay.  And you're m arket ing that  as a

9     t reatm ent  for COPD, correct?

10 A.  Correct .

11 Q.  And that  term  is understood as an um brella

12     term , r ight?

13 A.  COPD, yes.

14 Q.  And so, under that  um brella, would include a

15     condit ion such as chronic asthm a, correct?

16 A.  No.  COPD is genera lly - -  is genera lly fe lt

17     to have tw o m ajor  com ponents.  One w ould be

18     em physem a, and the other  w ould be chronic

19     bronchit is.

20              Asthm a is a  - -  is fe lt  to be a

21     dist inct  dif ferent  disease process.  W e - -

22     w e do not  believe that  - -  w e cer ta in ly

23     be lieve that  asthm a does not  fa ll under  our

24     label indicat ions.

25              MR. WALZ:   Okay.  Would you m ark
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1     that  as 7, I  believe.

2              (Exhibit  Num ber 7 was m arked.)

3     BY MR. WALZ:

4 Q.  So, you've been handed what 's been m arked as

5     Deposit ion Exhibit  Num ber 7.  I t  is a

6     pr intout  from  the

7     m edical-dict ionary.thefreedict ionary.com .

8     These are definit ions concerning COPD.

9              I f you turn to page 5, and I  guess

10     it  flows over into page 6, and if you look

11     at  page 6 first , this is - -  well,  the

12     definit ion that  begins on page 5 for COPD

13     that  turns over - -  or spills over onto page

14     6 at  the bot tom , this is a definit ion from

15     McGraw-Hill Concise Dict ionary of Modern

16     Medicine.

17              Do you see that  at  the bot tom ?

18 A.  Yes.

19              MR. HANSEN:   I ' ll object  to the

20     docum ent  as containing hearsay.

21     BY MR. WALZ:

22 Q.  So, if you turn to the first  page - -  or on

23     page 5, that  final dict ionary definit ion for

24     COPD states:   Chronic Obst ruct ive Pulm onary

25     Disease, Pulm onology, an um brella term  for a
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1     group of usually progressive lung disorders

2     with overlapping signs and sym ptom s,

3     including asthm a.

4              Do you see that?

5              MR. HANSEN:   Object , hearsay,

6     foundat ion.

7              THE WI TNESS:   I 'm  not  sure what

8     page - -  I  can't  seem  to find the page you're

9     on.

10     BY MR. WALZ:

11 Q.  So, at  the top of each page, there are page

12     num bers;  do you see that?

13 A.  Oh, okay.  W hat  page?

14 Q.  Page 5, and that  definit ion begins at  the

15     bot tom  and spills over.

16              So, I  was saying, do you see on

17     page 5, that  last  definit ion of COPD?

18 A.  Yes.

19              MR. HANSEN:   Sam e object ions.

20     BY MR. WALZ:

21 Q.  And it  says:   Chronic Obst ruct ive Pulm onary

22     Disease, Pulm onology, an um brella term  for a

23     group of usually progressive lung disorders

24     with overlapping signs and sym ptom s,

25     including asthm a?
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1              MR. HANSEN:   Sam e object ion.

2     BY MR. WALZ:

3 Q.  Do you see that?

4 A.  Yes.

5 Q.  Okay.  And then if we turn to page 6, we see

6     another definit ion of COPD at  the bot tom .

7     This is from  the Gale Encyclopedia of

8     Medicine, and it  says:   A term  used to

9     describe chronic lung diseases, like chronic

10     bronchit is, em physem a and asthm a?

11              MR. HANSEN:   Sam e object ions.

12     BY MR. WALZ:

13 Q.  Do you see that?

14 A.  Yes.

15 Q.  Do you have any reason to dispute these

16     definit ions?

17 A.  I  th ink  that  our  - -  our  defin it ion of

18     Chronic Obst ruct ive Pulm onary Disease is

19     w hat  w e - -  our  indicat ions on our  labelling

20     indicat ion are for  chronic bronchit is and

21     em physem a.  Asthm a is excluded.  W e don't

22     t reat  asthm a.

23 Q.  Okay.  But  a doctor would understand, or a

24     physician would understand, the term  "COPD"

25     according to these m edical dict ionary
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1     definit ions to include asthm a?

2              MR. HANSEN:   Object ion, form ,

3     foundat ion and hearsay.

4              THE WI TNESS:   No, I  don't  agree.

5     BY MR. WALZ:

6 Q.  But  the Holaira System  will com pete with the

7     Alair  System ;  is that  correct?

8 A.  No, it  w ill not .

9 Q.  You said though that  the Holaira System

10     could possibly t reat  asthm a?

11 A.  W e have no clin ica l developm ent  program  for

12     asthm a, and every pulm onologist , as w ell as

13     intervent ional pulm onologist , sees them  as

14     dist inct ly dif ferent  diseases, and the only

15     w ay w e could t reat  asthm a w ould be if  w e

16     star ted over  from  scratch w ith a  com plete ly

17     new  Phase 1 , you know , feasibilit y study in

18     asthm a pat ients, w hich, a t  th is point , there

19     has been nothing in it ia ted to star t  such a

20     program .  I t  w ould be unaffordable for  us to

21     do that .

22 Q.  To start  - -

23 A.  An asthm a program .

24 Q.  - -  an asthm a program ?

25 A.  Yes.
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1 Q.  But  you are m arket ing that  to your investors

2     as a potent ial area of growth, correct?

3 A.  I f  - -  in the future, if  a  new  - -  if  a  new  - -

4     if  another  com pany w ere to buy Hola ira , they

5     could m ake a decision to star t  an asthm a

6     program  in theory, but  understand that  it

7     w ould be going a ll the w ay back to the

8     star t ing point  and star t ing at  point  0  in

9     term s of that , and - -  and the ear liest

10     com m ercia lizat ion date for  us to have a

11     label indicat ion for  asthm a, if  som ebody

12     w anted to star t  that  today, m ight  be 2 0 2 5 .

13              I  m ean, it 's w ay out  there, and it

14     w ould be another  $ 1 0 0  m illion developm ent

15     program , w hich has not  star ted at  th is

16     point .

17              ( Exhibit  Num ber 8  w as m arked.)

18     BY MR. WALZ:

19 Q.  Showing you what 's been m arked as Deposit ion

20     Exhibit  Num ber 8.

21              Do you recognize this docum ent?

22 A.  Yes, yes.

23 Q.  And what  is this?

24 A.  This is a  presentat ion that  I  gave at  the

25     Piper  Jaffray Healthcare Conference.
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1 Q.  So, if you turn to page 2, in the heading,

2     it  says:   Holaira, Treatm ent  For COPD and

3     Asthm a, r ight?

4 A.  Yes, yes.

5 Q.  Okay.  And if we look at  page 11, it 's

6     Bate-num bered 12 - -

7 A.  Yes.

8 Q.  - -  we see a - -  a chart  of revenue

9     project ions, and then at  the bot tom  of that

10     chart , there's a box?

11 A.  Yes.

12 Q.  And it  says:   COPD and asthm a indicat ion

13     split  70/ 30 in 2022?

14 A.  Yes.

15 Q.  And then if we turn to page 12,

16     Bates-num bered 13, and again we see at  the

17     top in the heading, this is a com pet it ive

18     landscape, and in the chart , there is, in

19     the second box below com pany product ,

20     Holaira, and then if we go to the r ight

21     under COPD, there's a checkm ark;  under

22     asthm a, there's a checkm ark;  and under

23     em physem a, there's a checkm ark.

24              Do those checkm arks indicate that

25     the Holaira device can be used - -
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1 A.  Yes.

2 Q.  - -  to t reat  these condit ions?

3 A.  Yes, it  could, yes.

4 Q.  And then if we m ove below the Holaira box,

5     there's an ent ry for BSC that  says, form erly

6     Asthm atx/ Alair ;  and under that , we see a

7     checkm ark in asthm a?

8 A.  Yes.

9 Q.  And that  indicates that  the Alair  System  is

10     used to t reat  asthm a, correct?

11 A.  Yes.

12 Q.  And Boston Scient ific is ident ified on a

13     chart  where you've labeled it  com pet it ive

14     landscape as a com pet itor, correct?

15 A.  Yes.

16 Q.  And if we turn to the very last  page - -  I 'm

17     sorry, page 17, Bates- labelled 18, we see a

18     slide labeled - -  t it led:   Series D Financing

19     Highlights - -  I 'm  sorry, are you there?

20 A.  Yeah, I  know  it .  Go ahead.

21 Q.  And underneath the bullet  point , Milestones

22     Through 2016, there's a subpoint  for asthm a

23     as part  of the clinical heading?

24 A.  Yes.

25 Q.  And that  there's six m onths of data from  the
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1     asthm a feasibilit y study.

2              Does this m ean that  you've already

3     started a feasibilit y study for the use - -

4     use of the Holaira device to t reat  asthm a?

5 A.  No, th is w as - -  th is w as a slide done,

6     because at  the t im e w e w ere ra ising our

7     $ 4 0  m illion, w e did not  have an asthm a

8     program .  W e w anted to leave open the

9     possibilit y that  if  one of our  investors - -

10     if  our  lead investor  w anted us to star t  one,

11     that 's w hen this could be ava ilable, but , in

12     fact , w hen w e closed the $ 4 0  m illion

13     f inancing, our  new  investors did not  w ant  to

14     do an asthm a program .

15              So, therefore, th is has com plete ly

16     dropped off the radar  screen, if  that  m akes

17     sense to you.

18 Q.  Yep.

19 A.  So, our  clin ica l program  is em physem a and

20     chronic bronchit is.

21 Q.  Let 's talk a lit t le bit  about  targeted lung

22     denervat ion.

23              So, I  think, as you test ified

24     before, targeted lung denervat ion, TLD, is

25     the generic nam e that  you have created for
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1     your procedure, correct?

2 A.  Yes.

3 Q.  And that 's sim ilar to what , you know,

4     Boston Scient ific had done with bronchial

5     therm oplasty?

6 A.  Exact ly.

7 Q.  And TLD is a procedure that  will require a

8     pat ient 's inform ed consent , r ight?

9 A.  Yes.

10 Q.  And with respect  to the inform ed consent

11     obligat ions, one of the things that  will

12     have to be discussed is the nature of the

13     procedure, correct?

14 A.  Yes.

15 Q.  So, as you described before, the use of a

16     bronchoscope, the use of a catheter to place

17     a energy em it ter within the m ain bronchi,

18     and then the adm inist rat ion of energy in

19     that  m ain bronchi, correct?

20 A.  Correct .

21 Q.  And there will have to be a discussion with

22     the pat ient  that  the Holaira device will be

23     used as part  of that  TLD t reatm ent?

24 A.  Absolute ly.

25 Q.  And in discussing the nature of the
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1     procedure, you'll also have to explain to

2     the pat ient  - -  or the doctor will,  I  should

3     say, that , as you described, the t reatm ent

4     is intended to denervate the nerves, that  it

5     will not  have - -  it 's not  intended to avoid

6     any of the sm ooth m uscle of the bronchi,

7     correct?

8 A.  Yes.

9 Q.  And, in fact , there is no effect  to the

10     sm ooth m uscle through targeted lung

11     denervat ion, correct?

12 A.  That  - -  that 's w hat  w e believe, yeah.

13 Q.  So, then you will have to discuss the r isk

14     and benefits with - -  or the physician will,

15     with respect  to TLD, and you'll also have to

16     discuss any alternat ives, correct?

17 A.  Yes, yes.

18 Q.  And an alternat ive would be bronchial

19     therm oplasty?

20 A.  For  w hat  w e do?  No, bronchia l therm oplasty

21     is not  indicated for  COPD - -  I  m ean, for

22     chronic bronchit is or  em physem a.

23 Q.  But  that  - -  so, bronchial therm oplasty,

24     though, has an effect  on the sm ooth m uscle

25     t issue?
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1 A.  Yes.

2 Q.  And - -

3 A.  That 's w hat  they say, yes.

4 Q.  And we talked about  how COPD is an um brella

5     term , and that  chronic asthm a is underneath

6     that  um brella?

7 A.  You - -  you've com plete ly m anufactured that .

8     No intervent ional pulm onologist  buckets

9     asthm a w ith em physem a or  chronic bronchit is.

10     Those are - -  the tw o th ings that  w e t reat

11     are com plete ly dif ferent  from  asthm a per iod.

12     That 's w hy w e have them  in the three

13     colum ns.  Boston cannot  - -  is not  an label

14     to t reat  chronic bronchit is or  em physem a.

15 Q.  But  there are variat ions to asthm a, isn't

16     there?  You can have acute asthm a?

17 A.  There - -  there is a  classif icat ion of

18     asthm a, w here - -  w here, in the severest

19     form , som e of the pulm onologists w ill say

20     that  it  star ts to look like COPD, but  - -  but

21     those are not  - -  those pat ients are not

22     included in our  protocol or  w ill be

23     on- label.

24 Q.  So, a pat ient  - -

25 A.  They're dif ferent .
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1 Q.  But  a pat ient  with chronic asthm a, though,

2     if they were to talk to a physician about

3     TLD, a physician would have to have a

4     discussion at  least  about  what  t reatm ent  is

5     available for asthm a, correct?

6 A.  No, because there 's - -

7              MR. HANSEN:   Object  to form .

8              THE WI TNESS:   - -  there's no label

9     indicat ion for what  we do.

10     BY MR. WALZ:

11 Q.  I s there ever any operable use?

12 A.  Huh?

13 Q.  Does operable use happen at  all?

14 A.  I t  never  - -  it  never  happens w ith a

15     non- com m ercia lly- approved product .  

16     

17     

18 Q.  Oh, r ight , obviously.  We're not  - -  yeah,

19     r ight , I  guess, yeah, to br ing - -

20 A.  I  m ean, if  they w ant  to go to ja il,  they can

21     do that  if  they w ant .

22 Q.  Yeah, we're talking about  a product  that  is

23     not  yet  com m ercialized, r ight?

24 A.  Right .

25 Q.  We're talking about  an intent  to use
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1     t radem ark applicat ion.

2              So, just  so I  understand, as part

3     of a - -  of a doctor 's inform ed consent

4     obligat ion, you're saying that  a pat ient

5     that  they're advising with respect  - -  that

6     has chronic asthm a would not  have to be told

7     that , in addit ion to targeted lung

8     denervat ion, which could be used to t reat

9     their  condit ion, there's a separate

10     procedure called bronchial therm oplasty,

11     which could be an alternat ive to targeted

12     lung denervat ion?

13              MR. HANSEN:   Object  to the form ,

14     lack of foundat ion.

15              THE WI TNESS:   Absolutely not .

16     You're really m ixed up on this.  You know,

17     the - -  an asthm a pat ient  under any

18     circum stances, no doctor in the world would

19     tell an asthm a - -  would tell an asthm a

20     pat ient  that  TLD is an alternat ive therapy

21     for what  they have.

22              TLD at  this point  is an

23     experim ental therapy only being tested in

24     chronic bronchit is and em physem a that , 

25      they will get  an approval, and
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1     there's nothing even in the works.

2              They would have absolutely no

3     obligat ion to tell a pat ient  that .

4     BY MR. WALZ:

5 Q.  Okay.

6 A.  And even if  they did, it  w ould be tota lly

7     unavailable.

8 Q.  Okay.  So, what  - -  yeah, I  guess, again,

9     we're talking - -  again, you're not  using the

10     m ark - -  the device - -  so, I 'm  not  talking

11     about  - -  we need to think about  in term s of

12     when your product  is actually available and

13     gets approval, 

14 A.  Right .

15 Q.  So, when you're both in the m arket  - -

16 A.  

17 Q.    So, the two t reatm ents are now

18     actually available.

19              TLD is available to persons?

20 A.  For  asthm a - -  I  m ean, excuse m e, TLD for

21     chronic bronchit is and em physem a, r ight?

22 Q.  COPD, r ight?

23 A.  No.

24 Q.  That 's - -

25 A.  No, if  you are choosing to arbit rar ily use
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1     COPD as th is higher  bucket , like your  th ing

2     says, then - -  then it 's an inappropr ia te

3     um brella , because w e are only going to be

4     approved for  em physem a and chronic

5     bronchit is.

6              ( Exhibit  Num ber 9  w as m arked.)

7     BY MR. WALZ:

8 Q.  Handing you what 's been m arked as Deposit ion

9     Exhibit  9.

10              I f you turn to the second page?

11 A.  Yep.

12 Q.  This is - -  it 's t it led:   Six Degrees

13     Confident ial Backgrounder.

14              Do you recognize this docum ent?

15 A.  W hat 's the date of th is one?  October  1 2 .

16     Yeah, th is one w ould have been created about

17     a  w eek after  I  star ted, but  I  recognize a

18     lot  of the th ings in here.  I 'm  not  sure

19     I 've seen th is before, but  go ahead.

20 Q.  Okay.  So, if we look at  just  even the

21     execut ive sum m ary, and this was - -  let  m e

22     back up.

23              I  m ean, the intent  of this docum ent

24     was to educate Six Degrees, who was your

25     m arket ing firm  that  was retained to help you
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1     with the nam ing process, r ight  - -

2 A.  Yes.

3 Q.  - -  to understand your com pany?

4 A.  Yes.

5 Q.  Okay.  So, in the execut ive sum m ary, there,

6     it  says that :   I PS is a system  - -  the m ain

7     object ive of the I PS System  is the

8     developm ent  of a com m ercial product  to

9     enable a new therapeut ic procedure, TLD,

10     which will im prove respiratory funct ion for

11     m oderate to severe COPD pat ients?

12 A.  Yes.

13 Q.  And it  doesn't  say chronic bronchit is or

14     em physem a, correct?

15 A.  You know  - -

16              MR. HANSEN:   Feel free to review

17     the ent ire docum ent  before you answer

18     quest ions about  it .

19              THE WI TNESS:   Yeah, I  think you're

20     taking this out  of context .  Our COPD

21     definit ion that  we use throughout  the ent ire

22     com pany is COPD is chronic bronchit is and

23     em physem a.  I t  is not  asthm a.  Our clinical

24     program s, you know, m ake it  clear that

25     asthm a is not  included.
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1              But , by the way, could our device

2     eventually at  som e point  be used to t reat

3     asthm a?  The answer is yes, and I 've said

4     that  already, but  we're not  developing it

5     for that .  So, that 's the answer to your

6     quest ion.

7              You know, so - -

8     BY MR. WALZ:

9 Q.  Okay.

10 A.  - -  I  m ean, you're arguing over  the sem ant ics

11     of th is, but  I  can prom ise you, in

12     intervent ional pulm onology, w e can br ing in

13     2 0  exper ts, and they a ll see asthm a,

14     chronic bronchit is and em physem a as three

15     com plete ly dif ferent  ent it ies.

16              Now , m ost  people t radit iona lly

17     w ould put  just  tw o of them  under  COPD,

18     chronic bronchit is and - -  chronic bronchit is

19     and em physem a under  COPD.  That 's w hat  you

20     see under  every com m ercia l on TV w hen you

21     see Spir iva adver t ised.  And they put  asthm a

22     over  here in a  dif ferent  category, because

23     it s m echanism  of act ion is dif ferent , and

24     it 's a  dif ferent  disease process.

25 Q.  Right .

Page 100

1 A.  And - -  and that 's - -  that 's how  w e use it ,

2     but  the point  is is that  I 'm  not  denying the

3     fact  that , if  w e ever  - -  if  a  future ow ner

4     or  investor  or  som ething w anted to star t  an

5     asthm a program , our  device could - -  could do

6     that , and that 's w hy it  appears in there.

7     I 'm  just  sim ply saying w e're not  doing that

8     r ight  now .

9 Q.  Right .

10 A.  And - -  and if  som ebody decided to do it , it

11     w ould be w ay out  there.

12 Q.  Okay.

13 A.  And I  don't  understand w hat  that  has to do

14     w ith the t radem ark  anyw ay.

15 Q.  Yeah, this is just  - -  this is just  - -  you

16     know, in all of the docum ents I 've seen

17     produced by Holaira - -

18 A.  Yeah.

19 Q.  - -  reference is always m ade to COPD.  So,

20     that 's why I  just  wanted to get  som e

21     clar ificat ion as, you know - -  and you even

22     describe it  on your Website as an um brella

23     term ?

24 A.  Over  - -

25 Q.  So - -
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1 A.  - -  over  CO - -  over  em physem a and chronic

2     bronchit is, yes.

3 Q.  But  as we saw in som e of those m edical

4     definit ions, you know, asthm a has been

5     included as - -  under the um brella?

6 A.  I  w ill go on the record though as the vast

7     m ajor it y of people in th is space of the

8     exper ts separate asthm a under  a  com plete ly

9     separate um brella  and not  under  the COPD

10     um brella .  That 's m y sta tem ent , but  it

11     doesn't  m at ter  to th is anyw ays.

12 Q.  That 's your opinion, r ight?

13 A.  Right , it 's m y opinion, and it 's clear ly

14     the - -  the opinion of the vast  m ajor it y of

15     people that  th is is how  they w ould classify

16     it .

17              ( Exhibit  Num ber 1 1  w as m arked.)

18     BY MR. WALZ:

19 Q.  So, you have been handed what 's been m arked

20     as Exhibit  11.  This is an em ail from

21     Mark Laverm an to Lorraine and also yourself.

22     You are ident ified as a recipient , and this

23     em ail at tached two PowerPoint  presentat ions.

24              One is the m essaging blueprint , and

25     the second is the - -  the nam ing - -  what  is
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1     it  called?  I s it  the nam ing concept?

2              So, you previously test ified that

3     you were target ing only intervent ional

4     pulm onologists with respect  to your sales

5     efforts?

6 A.  I t  w as the pr im ary target .

7 Q.  So, it 's not  the only target?

8 A.  I t 's not  the only target .

9 Q.  Okay.  What  are som e of the other targets?

10 A.  W ell, if  you're put t ing - -  if  you w ear m y

11     hat  as the CEO, m y pr im ary targets are,

12     num ber one, the custom er, w hich is

13     intervent ional pulm onologists.  Num ber tw o,

14     you're - -  you're a lso target ing w ith w hat

15     you do the investors.  That 's cr it ica l for  a

16     com pany at  our  stage.

17              You know , those w ould be - -  you

18     know , those w ould be the tw o m ost  im portant ,

19     so - -

20 Q.  Anyone else?

21 A.  W ell, I  m ean, you're a lso - -  I  m ean, you're

22     a lso - -  you're a lso going to target  genera l

23     pulm onologists.  You're going to target  a ll

24     of the physicians, you w ant  to have an

25     aw areness of that , and you w ant  to target
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1     future acquirers, you know , of the com pany,

2     you know , so, you know , you w ant  to put  out

3     to - -  you w ant  to reach out  to a ll of them ,

4     and you're happy to have pat ients ga in

5     aw areness of it  as w ell.

6 Q.  So, you won't  reach out  to pat ients?

7 A.  Not  direct ly, no.

8 Q.  Okay.  I f you turn to the page Bate-num bered

9     538, there's a t it le there of the report

10     called Audience - -  Audiences?

11 A.  W hich page?

12 Q.  I t 's Bate-num bered 538.

13 A.  I  don't  seem  to have num bers on m ine.

14 Q.  I t 's on the r ight  - -  lower r ight .  Yeah, you

15     got  it  r ight  there.

16 A.  Oh, here w e go.

17 Q.  Yep.  So, it 's t it led, Audiences;  you see

18     that  at  the top?

19 A.  Um - hm m .

20 Q.  And at  the far r ight  - -  actually, let 's back

21     up.

22              On the left , we have the m edical

23     com m unity, which you talked about , r ight ,

24     the intervent ional pulm onologists,

25     et  cetera;  the financial com m unity is to the
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1     r ight  of that  m edical com m unity box;  and

2     then at  the far r ight , we have consum ers?

3 A.  Yes.

4 Q.  So, you're - -  you're telling m e you're not

5     going to target  consum ers?

6 A.  Our - -  our  m arket ing - -  our  m arket ing

7     e ffor ts r ight  now  are clear ly re la ted to the

8     intervent ional pulm onologists.  I  m ean, w e

9     cer ta in ly don't  w ant  to hide th is from  the

10     pat ients.  W e do no act ive m arket ing to

11     pat ients, but  eventua lly dow n the line - -

12     dow n the line, if  you have a novel m edica l

13     therapy, you w ouldn't  - -  I  m ean, you're not

14     going to block  that  from  happening, but

15     you're not  going to spend m oney on it .

16 Q.  You will not  spend m oney on even down the

17     road on - -

18 A.  On act ive ly reaching out  to the pat ients.  I

19     m ean, th is w ill be som ething w ith - -  I  m ean,

20     pat ients w ith COPD and em physem a com e to

21     the ir  pulm onologist , and then - -  and they - -

22     it 's that  pulm onologist  then that  w ill be

23     the key decision- m aker , the intervent ional

24     pulm onologist .

25 Q.  So, will you m ake any - -  once you're
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1     com m ercialized, will you m ake any m arket ing

2     m aterial that  potent ially could be

3     dist r ibuted to a consum er?

4 A.  W e have no plans at  th is point .  W ould w e do

5     the stuff like w hat  the pharm aceut ica l

6     com panies do w ith direct  TV m arket ing, I

7     actua lly don't  be lieve in that .

8 Q.  But  you'll - -  so, it 's not  in your plan to

9     create any m arket ing m aterial, but  is it  a

10     possibilit y?

11 A.  Maybe for  som e big com pany in the future.

12     They m ight  choose to do it .  I t  w ould be a

13     h ighly ineffect ive w ay to do it  I  th ink ,

14     but  - -

15 Q.  To m arket  the Holaira?

16 A.  To go direct  to pat ients w ith a  product  that

17     only a  highly sophist icated subspecia list  - -

18     I  don't  rea lly see St . Jude and Medt ronic

19     going to custom ers to m arket  the ir

20     par t icular  t ype of aor t ic va lve prostheses,

21     you know , w hen they - -  w hen the pat ient

22     w ould have no idea w hat  the r ight  prostheses

23     is for  the aor t ic va lve.  I t  is possible?

24     Sure.  I t 's not  the pr im ary target .

25 Q.  But  the Holaira device is t ied closely to
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1     TLD, correct?

2              MR. HANSEN:   I 'm  just  going to

3     lodge an object ion.  You're - -  som et im es you

4     pronounce it  Holaira, and som et im es you

5     pronounce it  Olaira [ ph] .  I  j ust  want  to

6     m ake sure that  you're m eaning Dr. Wahr's

7     com pany.

8              MR. WALZ:   Well, as you know, I

9     m ean, there's no r ight  way to pronounce a

10     coined term .  So - -

11              MR. HANSEN:   But  I  think the issue

12     is you're switching back and forth.  I  j ust

13     want  to m ake sure that  - -

14              MR. WALZ:   Yeah, Olaira, Holaira, I

15     m ean, that 's referr ing to - -  yeah.

16              MR. HANSEN:   Okay.

17     BY MR. WALZ:

18 Q.  So, let 's look at  Exhibit  Num ber 2, and if

19     we turn to the page Bate-num bered 111?

20 A.  Got  it .

21 Q.  So, it 's t rue that , at  all t im es during this

22     nam ing and branding process, that  your

23     com pany, you were aware of Boston

24     Scient ific's Alair  System , correct?

25 A.  Yes.
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1 Q.  And this page that  we're looking at , 111, is

2     the list  of short  nam es, as you test ified

3     to, and you've also test ified that  you

4     needed to get  creat ive people involved, you

5     needed to select  a nam e - -  a new nam e that

6     was com pletely unique, correct?

7 A.  Yes.

8 Q.  Unlike any other, correct?

9 A.  That  w as the goal.

10 Q.  Yet  the Holaira m ark that  you ult im ately,

11     you know, set t led on has the L-A- I -R st r ing

12     included in it ,  correct?

13              MR. HANSEN:   Form .

14              THE WI TNESS:   Yes.

15     BY MR. WALZ:

16 Q.  And that  is the sam e st r ing of let ters

17     that 's in the Boston Scient ific Alair  m ark,

18     correct?

19 A.  Yes.

20 Q.  And you also test ified that , based on

21     at tending m eet ings, that  you were aware of a

22     lot  of "air"  m arks, although when you

23     referenced the piece of paper that  you took

24     out  of your pocket , there were only four

25     nam es on there, correct?
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1 A.  Four  nam es on there, yep.

2 Q.  And Xolair , you m ent ioned, was a drug?

3 A.  Yes.

4 Q.  Singulair  is a pharm aceut ical?

5 A.  Yes.

6 Q.  VitalAire is a pharm aceut ical?

7 A.  Yes.

8 Q.  And Alere, L-A - -  A-L-E-R-E, is that  a

9     pharm aceut ical as well?

10 A.  Yes.

11 Q.  Do you know how prevalent  the use is of the

12     Xolair  m ark?

13 A.  I t 's - -  I  don't .  I  don't  know  w hat  the ir

14     m arket  share is, no, but  it 's displayed

15     prom inent ly a t  - -  you know , on t rade booths,

16     you know , a t  pulm onary m eet ings, so I  assum e

17     it 's be ing used com m ercia lly quite  a  bit .

18 Q.  Does the Holaira device com pete with Xolair?

19 A.  No.

20 Q.  Does it  com pete with Singulair?

21 A.  No.

22 Q.  Does it  com pete with VitalAire?

23 A.  No.

24 Q.  And how about  Alere?

25 A.  No.  I t  doesn't  com pete w ith bronchia l
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1     therm oplasty e ither .

2 Q.  I  didn't  ask you that  quest ion, sir .

3              You also m ent ioned that  you had

4     received from  consum er feedback about  the

5     Holaira m ark in - -  in connect ion with the

6     prefix "Ho,"  that  you - -  you had received

7     som e - -  som e negat ive - -

8 A.  No.

9 Q.  - -  potent ial negat ive feedback?

10 A.  No, w e didn' t  - -  that  w as an interna l

11     concern w hen w e just  w ere ta lk ing about  it ,

12     you know , but  no consum er feedback.

13 Q.  So, you did no external test ing or - -

14 A.  No.

15 Q.  - -  surveys or anything?

16 A.  That  w as just  our  interna l discussion.

17 Q.  And when you test ified that  there had not

18     been any confusion, you had also test ified

19     that  you're not  using the m ark yet  in the

20     United States, correct?

21              MR. HANSEN:   Object  to form ,

22     foundat ion, m isstates pr ior test im ony.

23              MR. WALZ:   You had asked him  if he

24     had ever experienced - -  or Holaira had

25     experienced any actual confusion, and he
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1     said no.

2              MR. HANSEN:   Yeah, and you added to

3     the quest ion, and you said that , "you

4     haven't  been using the m ark in the

5     United States."   I  think he said it 's on

6     their  business cards, it 's on their  Website,

7     it 's on their  let terhead.

8              MR. WALZ:   I  take that  back.

9              MR. HANSEN:   I  think you m isstated

10     pr ior test im ony.

11     BY MR. WALZ:

12 Q.  Okay.  So, you haven't  used the Holaira m ark

13     in connect ion with the system , the m edical

14     device that  you applied for, correct?

15 A.  Applied for  - -  for  to w ho?  So, in the

16     United States, it 's on our  W ebsite.  W e show

17     our  business cards to US docs, you know , and

18     w e - -  and, you know , w e aren't  t reat ing any

19     pat ients in the US, but , you know , US docs

20     clear ly know  about  - -  know  about  Hola ira .

21 Q.  I t 's on the device yet , correct?

22 A.  Oh, you m ean on a device that  w e use in a

23     clin ica l set t ing?

24 Q.  Right .

25 A.  But  w e - -  w ell, f irst  of a ll, w e 're not  - -
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1     no, w e haven't  used the device in the US.

2 Q.  Right .

3 A.  But  it 's not  on there anyw ay, but  w e haven't

4     used one even if  it  w as.

5 Q.  "Holaira"  doesn't  appear on the device?

6 A.  I  m ean, not  on our  com m ercia l device, no.  I

7     m ean, it 's projected to be on our  - -  on our

8     device, you know , w hen w e go com m ercia l, but

9     r ight  now  w e're just  using a clin ica l

10     prototype.

11 Q.  Yeah, I  guess, just  to clar ify, when I 'm

12     asking quest ions about  sort  of the use of

13     the Holaira m ark, we both understand that

14     it 's - -  you're not  com m ercialized yet , but

15     you're st ill in clinical.

16              So, when I 'm  talking about  or

17     asking these quest ions, I 'm  asking - -  I 'm

18     referr ing to - -

19 A.  W e ant icipate to put  "Hola ira"  - -  the w ord

20     "Hola ira"  on the console.

21 Q.  Right .

22 A.  But  it  w ill say "dNerva"  on the catheter .

23 Q.  Okay.

24              MR. WALZ:   Can we just  take five

25     m inutes, and I ' ll see if I 've got  anything
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1     else, and we can wrap-up.

2              MR. HANSEN:   Sounds like a plan.

3              MR. WALZ:   Go enjoy our 4th of

4     July.

5              (Break taken.)

6              MR. WALZ:   I 've got  no further

7     quest ions for you, Dr. Wahr.

8              MR. HANSEN:   And I  have no further

9     quest ions for you either, Dr. Wahr.

10              We'll read and sign.  Thank you.

11              (At  11: 40 a.m ., the deposit ion was

12     recessed.)
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1      I ,  DR. DENNI S WAHR, have read this
2     deposit ion t ranscript  pages 1 -  112 and
3     acknowledge herein its accuracy except  as
4     noted on the errata sheet .
5
6
7

    ________________________
8            Signature
9

    ________________________
10           Notary Public
11
12
13
14
15
16
17
18
19
20
21
22
23
24
25



Deposit ion of Dr . Dennis W ahr -  7 / 2 / 2 0 1 5
Boston Scient if ic Corporat ion and Asthm atx , I nc., e t  a l. v. Hola ira , I nc.

6 1 2 .3 3 8 .3 3 7 6
Benchm ark Report ing Agency

Page 115

1     STATE OF MI NNESOTA
                             CERTI FI CATE

2     COUNTY OF WASHI NGTON
3               I ,  Alexis Jensen, hereby cert ify

    that  I  reported the deposit ion of
4     Dr. Dennis Wahr on the 2nd day of July, 2015

    in Minneapolis, Minnesota, and that  the
5     witness was by m e first  duly sworn to tell

    the t ruth and nothing but  the t ruth
6     concerning the m at ter in cont roversy

    aforesaid;
7

              That  I  was then and there a notary
8     public in and for the County of Washington,

    State of Minnesota;  that  by vir tue thereof I
9     was duly authorized to adm inister an oath;

10               That  the foregoing t ranscript  is a
    t rue and correct  t ranscript  of m y

11     stenographic notes in said m at ter,
    t ranscribed under m y direct ion and cont rol;

12
              That  the cost  of the or iginal has

13     been charged to the party who not iced the
    deposit ion and that  all part ies who ordered

14     copies have been charged at  the sam e rate
    for such copies;

15
              That  the reading and signing of

16     the deposit ion was not  waived;
17               That  I  am  not  related to any of

    the part ies hereto, nor interested in the
18     outcom e of the act ion and have no cont ract

    with any part ies, at torneys or persons with
19     an interest  in the act ion that  has a

    substant ial tendency to affect  m y
20     im part iality;
21               WI TNESS MY HAND AND SEAL this 10th

    day of July, 2015.
22
23

    _____________________
24        Alexis Jensen

         Notary Public
25
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 
BEFORE THE TRADEMARK TRIAL AND APPEAL BOARD 

In the matter of Application Serial No.: 85/806,379 
Filed: December 19, 2012 
For the mark: HOLAIRA 
Published in the Trademark Official Gazette on December 3, 2013 

Boston Scientific Corporation and 	 Opposition No. 91215699 
Asthmatx, Inc. 

Opposers, 
AFFIDAVIT OF SERVICE 

v. 	 BY UNITED STATES MAIL 

Holaira, Inc. 

Applicant. 

STATE OF MINNESOTA ) 
) ss. 

COUNTY OF HENNEPIN ) 

Debra Peterfeso, being first duly sworn upon oath, states that on July 28, 2015, she 

served the attached: 

1. CD with the deposition transcript of Dr. Dennis Wahr, Exhibits 1-9, and 11; and 

2. Errata sheet of Dr. Dennis Wahr, 

upon the within named counsel by United States Mail, using an envelope addressed as set forth 

below, with postage prepaid, and depositing the same in the United States Mail at Minneapolis, 

Minnesota: 



DEBRA PETERFESO 

Timothy D. Sitzmann, Esq. 
Stephen R. Baird, Esq 
Bradley J. Walz, Esq. 
Winthrop & Weinstine 
Capella Tower, Suite 3500 
225 South Sixth Street 
Minneapolis, MN 55402-4629 

Attorneys for Opposers 

Subscribed and sworn to before 
this 28th day of July, 2015 

ry.  
O'17,4(_v/1 

N tary Public — Minnesota 
My Commission Expires Jan. 31, 2020 

JULIE ANN ANDERSON 
Notary Pubic-Minnesota 

My Commission Expires Jan 31, 2020 
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